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Sally Hayes,

UNITE

TATES ENVIRONMENTAL PROTECTIO!

JENCY

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

Scientific & Regulatory

Consultants, Inc.

P.OBox 1014,

Columbia City, IN. 46725

Product Name:
EPA Reg. No.:

Notification Date:

Receipt Date:
Submission #:

Dear Ms. Hayes,

The following amendment, submitted in connection with registration under Federal Insecticide, Flmglmde

Virocid
71355-1

July 30, 2010
August 2, 2010
879635

United Szidg
Ervironrgnial 7
Ageeey

and Rodenticide Act (FIFRA), as amended is acceptable with comments,

Proposed Amendment

s Add new claims for human influenza A virus (HIN1).
*  Upgrade label first aid statement, precautionary statements and storage and dispoesal language.
o Add data previously rejected to support organisms listed below.

Human Influenza A (HIN1) (ATCC VR-1469)
Swine Influenza A virus (HIN1) (ATCC VR-333)
Campylebacter jejuni (ATCC 33560)
Corynebacterium pseudotuberculosis (ATCC 19410)
Avibacteriumn (Haemophilus) paragallinarum (ATCC 29975)
Klebsiella pneumonia (ATCC 13383)
Listeria menocytogenes (ATCC 19113)

Mycoplasma gallisepticum (ATCC 19610)

Mycoplasma synoviae (ATCC 25204)
Ornithobacterium rhinotracheale (ATCC 51463)
Pasteurella multocida
Salmonella enteritidis
Fusariumn dimerum {(ATCC 16553)

Penicillinm expansum (ATCC 7861)
Bordetella avium (ATCC 35086) .
Salmonella enterica (pullorum) (ATCC 9120)

(ATCC 6529)
(ATCC 13076)

sauon LI} ice of F’esﬂclde Programs

Conclusions:
- The CSF dated 09/228/10, for the basic formulation is acceptable.
- Please see the attached efficacy review.
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A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3) copies of your final
printed labeling before distributing or selling the product bearing the revised labeling.

Should you have any questions or comments concerning this letter, please contact Velma Noble PM Team

31 at (703) 308-6233.
S' M/'
Vdlha Noble,

Product Manager, Team 31
Regulatory Management Branch
Antimicrobials Division (7510P)

Enclosure: Stamped Label
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CONCENTRATED BROAD SPECTRUM DISINFECTANT

Active Ingredients:

ALKYL *DIMETHYL BENZYL AMMONIUM CHLORIDE *{50% Cis; 40% Ci2; 10% C16) voorvvrnnerinns

DIDECYL DIMETHYL AMMONIUM CHLORIDE ..........occerivenan

Other Ingredi@ntS: ... e e s e
TOR ceve et e e et b s s e seeee

KEEP OUT OF REACH OF CHILDREN pgg 17 m
’Fqutcide. and

DANGER

17.060%
7.800%
10.725%

BCCEDT Bl

o1 the Federzi i
C0E R

1%

rh

Ryl 7223858
VIRCCID is effective against: M s
BACTERIA DILUTION
Salmonelfa Choleracowie{ATCCA0708) enlerica (formerly S. cholerassuis)* 1:400
Staphylococcus aureus (AFCC6538" 4:400
Pseuvdomonas aeruginosa (AFXCE-158442* 1:400
Campylobacter jejuni * 1:400
Corynebacterium pseudotubercutosis” 1:4C0
Avibacterium paragallinarum (formerly H. paragaflinarum)* 1:400
Kiebsietta pneumoniae” 1:400
Listeria monocylogenes” 1:400
Mycoplasma galtisepticurn” 1:400
tMycoplasma synoviae* 1:4C0
Ornithobacterium rhinofrachoale™ 1:400
Salmonetta enterica {formeriy S. enteritidis)* 1:400
Mycoplasma hyopneumoniae™™ 1:400
Streptococeus suis™ 1:400
Salmonella enterica cholerasuis-serotypetyphistis-tAFCC-8321) (formerly S. 1:400
typhisuis)*
Escherichia coli™ 1,400
Bordeteila avium® 1:256
Salmonetta enterica (formerly S. pulforum)® 1:250
FUNGUS (on environmental surfaces)
Fusarium dimerum®* 1:400
Peniciffium expansum* 1:400
Trichophivion mentagrophytes 1:400
VIRUS {on environmental surfaces)
Porcine circovirus, type Il JPCV, PT-1 ceil]* 1:200
Pseudorabies [American BioResearch Laboratonies)* 1:400
Porcine Respiraiory and Reproductive Syndrome [Arko Laboratories}” 1:400
Avian Reovirus [Spafas Strain]* 1:256
Marek's Disease [Spafas Strain}* 1:.400
Newsastle Disoase [Spafas Strain]* 1:400
Avian Influenza [Turkey/Wis/66 strain-H8N2]* 1:400
Human Influenza A (H1IN1)* 1:400
Swine influenza A {H1N1)” 1:400
Avian Infectious Laryngotracheitis {Charies River Laboratories] 1:400
Infectious Bursal Disease {Spafas Strain 2512]* 1:400
Algae and slime forming bacteria In recirculating water coofing systems and 25-50 ppm
evaporative condensers
*in the presence of 400 ppm AOAC synthetic hard water and 5% soil load
**in the presence of 400 ppm AQAC synthetic hard water and 25% soil ioad

Note: Bracketed[ Jinformation is optional text. Text separated by a comma(,)denotes-and/or-cptions. {Bracketed Textlis for

administrative purposes only and will not appear on the printed label.
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FIRST AID STATEMENTS

[FIN EYES +  Hold eyefids open and rinse slowly and gently with water for 15-20 minutes.

« Remove contacl lenses, if present, after the first 5 minutes, then continue

rinsing-ayes.
»  (Call a poison control center or doctor for treatment advice,

IF ON SKIN OR «  Take off contaminated clothing.
CLOTHING = Rinse skin immediately with plenty of water for 15-20 minutes.

« {all a poison control center or doctor for treatment advice,

IF SWALLOWED «  (all a poison control center or doctor immediately for treatment advice.

+«  Have person sip a glass of water if able to swallow.

» Do notinduce vomiting unless told to do so by the poison control center or
doctor,

+ Do not give anything by-moeuth to an unconscious person.

IF INHALED « Move person to fresh air.

« if person is not breathing, call 11 or an ambulance, then give artificial
respiration, preferably mouth-to-mouth, if possible,
« Call 2 poison control center or doctor for further treatment advice.

{For emergency information on [product, use, etc.[, call the National Pesticides Information Center at 1-800-
858-7378, 6:30 AM to 4:30 PM Paciflc time (PT), seven days a week. During other times, call the poison control
center 1-800-222-1222.]

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage. Have a product
container or label with you when calling the poison control center, doctor, or going for medical treatment.

APPLICATION:

Disinfection of non-food surfaces, farm, animal, and poultry housing facitities and equipment:

1.

o

5.

Farm equipment and animal housing buildings (poultry & turkey grow-out houses, laying houses, swine
production and housing, barms and large animal buildings)

Hatchers, setters, and chick processing facilities

Food processing plants [slaughterhouses)

Trucks and other vehicles

Veterinary hospitals

Sanitizing hatchery rooms, incubators, and hatchers, poultry houses and livestock buildings by fogging.
Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensears.

DIRECTIONS FOR USE:

Itis a violation of federal law to use this product in a manner inconsistent with its labeling.

Disinfection of non-food surfaces, farm, animal, and poultry housing facilities and equipment:

1.

Farm equipment and animal housing buildings (poultry & turkey grow-out houses, laying houses,
swine production and housing, barns and [arge animal buildings):

For disinfection of hard, non-porous surfaces: stainless, galvanized and painted steel, copper, aluminum,
finished wood, vinyl, plastics, giazed tiles, sealed brick walls, aluminum sandwich panels and
feeding/drinking equipment:

A, Remove all animals and feed from premises, vehicles and enclosures. Remove all litter and
manure from floors, walls and surfaces of barns, pens, stalls, chiules, and other facilities and fixtures
occupied or traversed by animals. Empty all troughs, racks, and other feeding and watering
appliances.

B. Thoroughly clean all surfaces with seap or detergent and rinse with water, Saturate all surfaces
with the appropriate disinfection solution® by using a coarse spray, mop, or sponge. Surfaces must
remain wet for 10 minutes.

C. Ventilate buildings and other closed spaces. Do not house animals or employ equipment untit
treatmant has been absorbed or dried.

D. Thoreughly scrub treated feed racks, troughs, and other feeding and water appliances with soap or
delergent and rinse with portable water before reuse.

Note: Bracketed] Jinformation is optional text. Text separated by a comma(, jdenotes—andfor-options. {Bracketed Texd}is for
administrative purposes only and will not appear on the printed iabel,
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£. Disinfection of equipment: Immerse all halters, ropes, and other types of restraining equipment
used in handling and restraining animals, as well as forks, shovels, and scrapers used for removing
litter and manure in the appropriate disinfection solution' for 10 minutes. Allow to air dry.

F. Fresh disinfection solution shouid be made daily or if visibly soiled,

Hatcheries:

Remove all animals fram the area. Thoroughly clean all surfaces (hatchers, setters, trays, racks, carts,
sexing tables, chick boxes, cages) with soap or detergent, then rinse with water. Saturate all surfaces with
the appropriate disinfection solution' by using a coarse spray, mop, or sponge. Surfaces must remain wet for
10 minutes. Do not house animals or employ equipment until surfaces have been absorbed or dried. Frash
disinfection solution shewd must be made daily or if visibly soifed.

Food processing plants {including Chicken Processing Facillties):

Before using this product, afl food products and packaging materials must be removed from the room or
carefully protected. Thoroughly clean all surfaces with soap or detergent, then rfinse with water. Disinfect
hard, non-porous surfaces by applying the appropriate disinfection solution® with a coarse spray, mop, or
sponge. All surfaces must remain thoroughly wet for tG minutes. Afow to air dry. A potable water rinse is
required for all surfaces that come into contact with food.

Trucks and other vehicles:
Clean all vehicles including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution® to treat all vehicles. Leave all treated surfaces exposed to disinfectant solution wet for

10 minutes. Allow to air dry.

Veterinary hospitals:

For disinfection of the following hard non-porous surfaces: floors, walls, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the
premises. Thoroughly clean al! surfaces with soap or detergent, then rinse with water. Saturate surfaces
with the appropriate disinfection solution® by using a coarse spray, mop, or sponge. Surfaces must remain
wet for 10 minutes. Immerse all leashes, muzzies, ropes or other types of equipment used to restrain or
handle animals as well as shovels, scrapers, and forks used to remove manure and litter. Do not house
livestock or employ equipment unti! surfaces have been absorbed or dried. Thoroughly scrub treated feeding
and watering equipment with soap or detergent and rinse with potable water before reuse. Fresh disinfection
solution shewld must be made daily or if visibly soiled.

Preparation table:

Dilution Preparation Method

1:400 t/3 fluid ounce per gallon of water
1:256 142 fluid ounce per gallon of water
t:200 213 fluid ounce per gallon of water

' See organism and preparation table o determine the appropriate disinfection solution.

Sanitizing hatchery rooms, incubators and hatchers, poultry houses and livestock buiidings by

fogging:
A,

Hatchery rooms:

Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part VIROCID 10
four (4) parts water (25 fluid ounce VIRQCID to 100 fluid ounce water). Insert the nozzle of the foaging
device through a suitable opening in the room. With the setting on maximum output, fog 125 fivid ounces for
each 1000 cubic yard. Do not allow people to breathe or contact the fog or to enter the room until the fog has
completely settled or exhausted. Normally this is 1-4 hours in this enviranment.

Note: The generated fog is very irritating to eyes, skin and mucous membranes. Under no circumstances
should a room or building be entered by anyone until the fog has completely settled, normally 1-4 hours after
the actual fogging. If the building or room must be entered, then the individuals entering the building or room
must wear a self contained respirator approved by NIOSHIMSHA, goggles, long shirt, sleeves, and pants.

Note: Bracketed[ Jinformation is optional text. Text separated by a comma(,}denotes—andfor-options. {Bracketed Texi}is for
administrative purposes only and will not appear on the printed label.
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B. Incubators and hatchers:
Prepare a stock solution of one (%) part of VIROCID to four (4) parts water. Fog 3 ounces of solution per for
100 cubic feet ofthis into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher
treatments approximately 24 hours before pulling the hatch. Do not allow people to contact or breathe this
fog and do not enter machines until the fog has settled (30-80 minutes after fogging is completed). To do
this, install permanent fogging nozzles in setters and haitchers and use an air compressor to disperse the
sanitizing solution as a fog.
It is also satisfactory to fog setters and hatchers with a 1:1000 solution of VIRQCID. I this is done, fog for
30-90 seconds once per hour or once every two hours.

C. Pouliry houses and livestock buildings:
After the house has been depopulated and cleaned as in 1. A to F under "Disinfection of non-food surfaces,
farm, animal, and poultry housing facilities and egquipment”, double check to be sure all peoaple, poultry,
livestock and pets have vacated the buiding. Close all windows, doors, curtains, ete. making the house as
closed as tight as possible.
Prepare a stock sclution of one (1) pat VIRQCID to four (4) parts water (25 fluid ounce VIRCCID to 100 fluid
ounce water). Insert the nozzle of the fogging device through a suitable opening in the room. With the
setting on maximum output, fog 125 fluid cunces for each 1000 cubic yard. Place the fogger tselimay-be
plasced just inside the door of the building to be treated, or insert the nozzle of the fogger may-be-inseread
through a suitable opening in the door or building. The opening must sheuld be just large enough to
accommodate the nozzle.
After fogging, the building must skeuid be kept closed for twenty-four hours. After twenty-four hours, thefog
should-have-settled-and open the house sap-now-be-epened and aired—TFhe-heuse-shauld-be-openedfora
minimum of twenty-four hours before it is repopulated with poultry or livestock.
Note: The generaled fog is very imitaling to eyes, skin and mucous membranes. Under no circumstances
should a room or building be entered by anyone until the fog has completed settled, normally 1-4 hours after
the actual fogging. If the building or room must be entered, then the individuals entering the building or room
must wear a self contained respirator approved by NIOSH/MSHA, goggles, long shirt, sleeves and pants.
If feeders and waterers were not removed from the premise during treatment, or were not adequately
covered to prevent contact with treatment, they must shauld be washed with detergent and water before use
for poultry or livestock.

Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensers:

A, VIROCID must sheuld be added in the system directly at a point where uniform mixing and even distribution
will accur. Do and not mixed with any other chemicals or additives.;-it-sheuld-be-added

B. Severely fouled systems must sheuld be chemically and/or manually cleaned before adding VIROCID
treatment. If algae/slime growth is absent or minimal, proceed with the initial dose.

C. Iinitial Dose: 2.5 fivid ounces of VIROCID per 100 gallons of water (50 ppm} in the system. Repeat
treatment until algae/slime growth is controlled.
Maintenance Dose: After algae control is evident/achieved, apply 1.25 fiuid ounces of VIRCCID per 100
gallons of water (25 ppm} inthe system every 7 days (weekly), Repeat treatment as needed to maintain
algae/slime control.

STORAGE AND DISPOSAL:

Do not contaminate water, food, or feed by storage and disposal

Storage: Store in & cool, dry place in tightly closed container away from children. Aveid temperatures below 23°F
and above 113°F.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess peslicide, spray mixture or
rinsate is a violation of federal law. If these wastes cannot be disposed of by use according to label instructions,
contact your State Pesticide or Environmental Contrel Agency, or the Hazardous Waste representatives at the nearest
EPA Regional Office for guidance.

Container Disposal: Nonrefiliable container. Do not reuse or refill this container. Triple rinse container {or
equwalent) promptly aﬂer emptyl ng. {insert applicable mple rinse ms:‘ruc:‘zon for con(amer srze betow} Offer for

Note: Bracketed| Jinformation is optional text. Text separated by a comma{,Jdenotes—and/or-options. [Bracketed Text)is for 1 1
administralive purposas only and will not appear on the printed label.
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{For containers equal to or fess than 5 gajlons}

Triple rinse as folfows: Empty the remaining contents into application equipment or a mix lank and drain for 10
seconds after the flow begins to drip. Filf the container % full with water and recap. Shake for 10 seconds. Pour
rinsate inte apptication equipment or 2 mix tank or store rinsate for {ater use or disposal. Drain for 10 seconds after the
flow begins to drip. Repeat this procedure two more times,

{For contamners greater than 5 gaffons}

Triple rinse as follows: Empty remaining contents into application equipment or a mix tank. Filt the container % ful
with water, Replace and tighten closures. Tip container on its side and ro#! it back and forth, ensuring at least one
complete revoifution, for 30 seconds. Stand the container over on its end and tip it back and forth several times. Empty
rinsate into application equipment or a mix tank or store rinsate for later use or disposal. Repeatl this procedure two
more times.

PRECAUTIONARY STATEMENTS:

Hazards to humans and domestic animals

DANGER. Corrosive. Causes irreversible eye damage and skin burns. May be fatat if absorbed through the-skin.
Do not get in eyes, on skin, or on clothing. Wear prolective eyewear, protective clothing, and rubber gloves. Harmful
if inbaled. Avaid breathing vapor. Harmful if swallowed. Prolonged or frequently repeated skin contact may cause
allergic reaction in some individuals.

Wash tharoughly with soap and water after handling and before eating, drinking, chewing gum, ¢ using tobaces, or

using the toilet. Remoeve-contaminated clothing-and-wash-before reuse-Remove and wash contaminated clothing

before reuse.

ENVIRONMENTAL HAZARDS:

This pesticide is loxic to fish. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to discharge. Do not discharge
effluent containing this product into sewer systems without previousty notifying the focal sewage treatment plant
authority. For guidance contact our State Water Board or Regionai Office of the EPA.

LIMITED WARRANTY AND DISCLAIMER:
The manufacturer warrants (a) that this product conforms to the chemical description on the {abel; (b) that this productis a
reasonable fit for the purposes set forth in the directions for use when it is used in accordance with such directions; and (c) that the
directions, warnings and other statements on this label are based upon respensible expert's evaluation of reascnable tests of
effectiveness and of toxicity to laboratory animals. Tests have not been made on all varieties or in all states or under all conditions.
The manufacturer reither makes nor intends, nor does it authorize any agent or representative to make, any other warranties,
expressed or implied, and it expressly excledes and disclairs 2l implied warranties or merchantabitity and fitness for particular
purpose. This warranty does not extend to, and the buyer shall be sofely responsible for, any and all loss or damage which results
from the use of this product in any manner which is inconsistent with the label directions, warnings or cautions. Buyer's exclusive
remedy and manufacturer's or seller’s exclusive liability for 2ny and alt claims, logses, damages, cr infuries resulting from the use or
handling of this product, wnether or not such liabllity is based in the contract, negligence, strict liability in tort of otherwise, shall be
fimited, at the manufacturer's option, to replacement of, or the repayment of the purchase price for, the quantity of product with
respect to which damages are daimed. In 2o event shall manufacturer or seller be liable for special, indirect or consequentiai
damages resulting from the use or handling of this product.

EPA Reg. No. 71355-1 EPA Est. No. 71355-BEL-001
Batch No: See topfbottom
Expiry Date: See top/bottom
Net Contents: See top/bottom

{net contents wilf appear on front panef; registration numbers, batch no. and expiry dafe may appear on any panef}

Produced by :

CID LINES NV/SA
Waterpooristraat 2~ B 8600 IEPER
- BELGIUM — EUROPE
INNOVATIVE HYGIENE SOLUTIONS theo11 3257217877
Fax: 0113257 21787%

www cidlines com - info@cidlines.com

Note: Bracketed( Jinformation is optional text, Text separated by a comma(, Jdenotes—and/or-options. (Bracketed Textlis for
administrative purposes only and will not appear on the printed label.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

e OFfice of Pesticide Programs

Agensy

Antimicrobials Division (AD)

September 27, 2010

DP BARCODE: D381153

MRID :

SUBJECT: Virocid

REG. NO. OR FILE SYMBOL: 71355-1

DOCUMENT TYPE: Product Chemistry Review

Manufacturing-use [] OR End-use Product [X]

INGREDIENTS (PC Codes) n-Alkyl (60% C 14, 40% C)2, 10% Ci4) dimethyl benzyl

ammonium chloride (069104}); Didecyl dimethyl ammonium
chloride (069149); Glutaraldehyde (043901)

CAS number: 68424-85-1, 7173-51-5, 111-30-8
TEST LAB:

SUBMITTER: CID LINES® NV/SA
GUIDELINE:

COMMODITIES: Formulation

REVIEWER: Juan F. Negrén
ORGANIZATION: AD

APPROVER: Karen P. Hicks

APPROVED DATE: 09/30/10

COMMENT:

13



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

mammaarass Office of Pesticide Programs

2 RpEnTy

Antimicrobials Division (AD)

September 27, 2010

MEMORANDUM
Subject: Product Chemistry Review for EPA Reg # 71355-1.
From: Juan F. Negrén, Chemist /
Product Science Branch,(CT Team -
Antimicrobials Division (7510P) / /
Thru: Karen P. Hicks, CT Team Leader /
Product Science Branch
Antimicrobials Division (7510f
To: Velma Noble / Cletis Mixon -
PM Team 31
APPLICANT: CID LINES® NV/SA
Action code: A3S70
Due date: 12/23/10
Product Formulation from label
Active Ingredient(s)
% by wt
nuAlkyI (50% C14, 40% CIZ: 10% C16)
dimethyl benzyl ammonium chloride .................. 17.060
Didecyl dimethyl ammonium chloride ................. 7.800
Glutaraldehyde ..., 10.725

71355-1 D381153 Page2of3

14



*Product ingredient source information may be entitled to confidential treatment®

*Inert ingredient informati"’\on may be entitled to confidential treatment*

BACKGROUND:

On behalf of the registrant, CID LINES® NV/SA, the consultant, SRC Scientific &
Regulatory, submitted an amendment to update the label and to update change in ownership of
the registered active ingredient, glutaraldehyde. || I is now under the ownership of
requiring a change in the EPA registered active number from [l
to . In addition, the [ listed in column 13 was corrected to reflect the total
product weight as 100% by weight. The Product Chemistry Reviewer has received the following
documents:

* A letter, dated 07/30/10 MRID #481742-00.

* A label dated 07/30/10 (by the company).

* Application for pesticide amendment, dated 08/13/10.

+ Confidential Statements of Formula (CSFs), dated 06/10/1998, & 07/30/10, for the

basic formulation.

FINDINGS:

1. The CSF, dated 06/10/1998, for the basic formulation is for reference.
2. The CSF, dated 07/30/10, for the basic formulation is obsolete.

3. The CSF, dated 09/28/10, for the basic formulation is revised.

4, The registrant has indicated on the letter that the CSF, dated 07/30/10, for the basic
formulation is to replace the CSF, dated 06/10/1998, for the basic formulation,

5. The CSF and the label have the same nominal.
CONCLUSIONS:

The CSF, dated 09/28/10, for the basic formulation is acceptable.

71355-1 D381153 Pagc 3 of3

15



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

October 30, 2010

MEMORANDUM

Subject: Efficacy Review for Virocid; EPA Reg. No. 71355-1; DP-Barcode: D381154

From: Ibrahim Laniyan, Microbiologist N 2
Product Science Branch ' //i/j\‘\ |
Antimicrobials Division (7510P) N

;7

Thru: Tajah Blackburn, Team Leader o

Product Science Branch ] 9\

Antimicrobials Division {(7510P)

To: Cletis Mixon / Velma Noble
Regulatory Management Branch |
Antimicrobials Division (7510P)

Applicant:  CID Lines N.V.
Waterpoortstraat 2
B 8900 leper, Belgium- Europe

Formulation from the Label:

Active Ingredient % by wi.
Alkyl Dimethyl Benzyl Ammonium Chloride
(50% C14, 40% C12, 10% CA8)..ooeeiiieiieiiiiei e eee e 17.060 %
Didecyl Dimethyl Ammonium Chioride.........cc.oooiiivii v 7.800 %
Glutaraldehyde. ..o 10.725 %
Inert Ingredients.......oocev e e e 64.415 %
B2 ! O OO P 100.000 %
Page 10f5
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l. BACKGROUND

The product, Virocid (EPA Reg. No. 71355-1), is an Agency approved disinfectant (bactericide,
virucide, fungicide) for use on hard, non-porous surfaces in farm, animal, and poultry housing
facilities and equipment, food processing plants and in veterinary hospitals. The applicant
requested to amend the registration of this product to add claims for effectiveness against
Human influenza A virus (H1N1) and Swine Influenza virus (H1N1). The registrant also
requested to add claims for previously rejected fourteen (14) microorganisms. The studies were
conducted at ATS Labs, located at t285 Corporate Center Drive, Suite 100 in Eagan
Minnesota.

This data package contained a letter from the applicant representative to EPA (dated
June 30, 2010), three studies (MRID 481742-01 through 481742-03), Statements of No Data
Confidentiality Claims for all three studies, and the proposed fabel.

i, USE DIRECTIONS

The product is designed to be used for disinfecting hard, non-porous surfaces on farm
equipment, animal housing buildings, floors, walls, ceilings, counters, cages, feeding/drinking
equipment, handling/restraining equipment, vehicles, hatchers, setters, trays, racks, carts,
tables, chick boxes, and animal cages. The product may be used on hard, non-porous surfaces
such as steel, copper, aluminum, finished wood, vinyl, plastics, glazed ftiles, and sealed brick
walls.

Directions on the proposed label provide the following information regarding preparation and
use of the product as a disinfectant: Thoroughly clean surfaces with soap or detergent. Rinse
with water. Saturate surfaces with the appropriate disinfection solution using a coarse spray,
mop, or sponge. Surfaces must remain wet for 10 minutes. Rinse feeding and watering
appliances with potable water before reuse,

The proposed label includes a tabie of the target organisms and the dilutions which are to be
made to controf each. Human Influenza A virus (H1N1) and Swine Influenza virus (HtN 1) listed
use difution is1:400.

1. AGENCY STANDARDS FOR PROPOSED CLAIMS

Virucides; The effectiveness of virucides against specific viruses must be supporied by efficacy
data that simulates, to the extent possible in the taboratory, the conditions under which the
product is intended to be used. Carrier methods that are modifications of either the AOAC Use-
Dilution Method (for liquid disinfectants) or the AOAC Germicidal Spray Products as
Disinfectants Method (for spray disinfectants) must be used. To simulate in-use conditions, the
specific virus to be treated must be inoculated onto hard surfaces, allowed to dry, and then
treated with the product according to the directions for use on the product label. One surface for
each of 2 different product lots of disinfectant must be tested against a recoverable virus titer of
at least 10* from the test surface for a specified exposure period at room temperature. Then, the
virus must be assayed by an appropriate virological technique, using a minimum of four
determinations per each dilution assayed. Separate studies are required for each virus. The
calculated viral titers must be reported with the test results. For the data to be considered

Page 2 of §
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acceptable, results must demonstrate complete inactivation of the virus at alt ditutions. When
cytotoxicity is evident, at least a 3-log reduction in titer must be demonstrated beyond the
cytotoxic level.

V. COMMENTS ON THE SUBMITTED EFFICACY STUDIES

1. MRID 481742-01 “Efficacy Discussion” for Virocid, by Rhonda Jones. Study
completion date — July 30, 2010.

This efficacy discussion gave reasons why studies were conducted on microorganisms
using primary and secondary subculturing media as means of neutralization effectiveness
instead of the presently used neutralization confirmation test.

2. MRID 481742-02 “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces - Human Influenza A Virus {H1N1).” for Virocid, by Kelleen
Gutzmann. Study conducted at ATS Labs. Study completion date — July 24, 2010;
amended July 28, 2010. Project Number A07937.

This study was conducted against Human influenza A virus {HiN1), ATCC VR-1469,
Strain A/PR/8/34, using Rhesus monkey kidney (RMK) cells (obtained fromViroMed
Laboratories, Inc., Cell Culture Division) as the host system. Two lots (Lot Nos. $902501 and
§902502) of the product, Virocid, were tested according to an ATS Lab protocol
SRC46043009.FLUA {copy provided). Use solutions were prepared by adding 1.00 mi of the
product to 389.0 ml of 400 ppm AOAC synthetic hard water (titrated at 396 ppm). The stock
virus culture was adjusted to contain 5% fetal bovine serum as the organic soil load. Minimum
Essential Medium with 2% glycine was used as neutralizing medium. Films of virus were
prepared by spreading 0.2 mbL of virus inoculum uniformly over the bottoms of separate sterile
glass Petri dishes. The virus films were air-dried for 20 minutes at 20.0°C in a relative humidity
of 40%. For each lot of product, separate dried virus film was exposed to 2.00 mi of use dilution
for 10 minutes at ambient temperature. Following exposure, the plates were scraped with a cell
scraper to re-suspend the contents. The virus-disinfectant mixtures were neutralized and diluted
serially in Mintmum Essential Medium with 1% heat-inactivated fetal bovine serum, 10 pg/mL
gentamicin, 100 units/mL penicillin, and 2.5 pg/mbL amphotericin B. RMK cells in multi-well
culture dishes were inoculated in quadruplicate with 0.1 mL of the dilutions. The cultures were
incubated at 36-38°C in a humidified atmosphere of 5-7% CO,. The cultures were scored
periodically for 7 days to 10 days for the presence or absence of unspecified cytopathic effects,
cytotoxicity, and viability. Controis included those for input virus count, dried virus count,
cytotoxicity, and neutralization. Viral and cytotoxicity titers were calculated by the method of
Spearman Karber.

Note: Protocol amendment reported in the study was reviewed and found to be acceptable.
3. MRID 481616-02 “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces - Swine Influenza A Virus (H1N1),” for Virocid, by Kelleen

Gutzmann, Study conducted at ATS Labs. Study completion date — July 28, 2010.
Project Number A07938.

Page 3 of 5
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This study was conducted against Swine Influenza A virus {(H1Nt), ATCC VR-333,
Strain A/Swine/lowa/15/30, using Rhesus monkey kidney (RMK) cells (obtained fromViroMed
Laboratories, Inc., Cell Culture Division) as the host system. Two lots (Lot Nos. $902501 and
5902502) of the product, Virocid, were tested according to an ATS Lab protocol
SRC46042808.SFLU (copy provided). Use solutions were prepared by adding 1.00 ml of the
product to 399.0 ml of 400 ppm AOCAC synthetic hard water (titrated at 396 ppm). The stock
virus culture was adjusted to contain 5% fetal bovine serum as the organic soil load. Minimum
Essential Medium with 2% glycine was used as neutralizing medium, Fims of virus were
prepared by spreading 0.2 mL of virus inoculum uniformly over the bottoms of separate sterile
glass Petri dishes. The virus films were air-dried for 20 minutes at 20.0°C in a relative humidity
of 40%. For each lot of product, separate dried virus film was exposed to 2.00 ml of use dilution
for 10 minutes at ambient temperature. Following exposure, the plates were scraped with a cell
scraper to re-suspend the contents, The virus-disinfectant mixtures were neutralized and diluted
serially in Minimum Essential Medium with 1% heat-mactivated fetal bovine serum, 10 ug/mL
gentamicin, 100 units/mL penicillin, and 2.5 yg/mL amphotericin B. RMK cells in multi-well
culture dishes were inoculated in quadruplicate with 0.1 mL of the dilutions. The cultures were
incubated at 36-38°C in a humidified atmosphere of 5-7% CQO. The cultures were scored
periodically for 7 days to 10 days for the presence or absence of unspecified cytopathic effects,
cytotoxicity, and viability. Controls included those for input virus count, dried virus count,
cytotoxicity, and neutralization. Viral and cytotoxicity titers were calculated by the method of
Spearman Karber,

V. RESULTS

Results Plate
MRID Organism Lot Neo. Lot No. Recovery
Number 5902501 $902502 Control
1010 107 Complete Complete
481742- Human dilutions inactivation inactivation 10°%
02 Influenza A TCDso/0.1mL <10™%° <10"0 TCIDse/0. tmL
virus (HIN1) | TCIDg/0.1mL <t <10
Log Reduction 24.0 24 .0
107 to 107 Complete Complete
481742- | Swine Influenza dilutions inactivation inactivation 1080
03 Avirus {HtN1) | TCDs/0.tmL <10"° <tQ"™" TCIDse/0. tmL
TCID50/0. tmL <t <10
Log Reduction 24.5 24.5

VI. CONCLUSIONS

t. The submitted efficacy discussion justified the use of primary and secondary subculture
media as mean of neutralization in studies MRID Nos. 459180-01, 460499-0t, and 460499-02.

2. The submitted efficacy data support the use of the product, Virocid, as a disinfectant with

virucidal activity against the following microorganisms on hard, non-porous surfaces in the
presence of a 5% organic soil load for a 10-minute contact time when diluted 1:400:

Page 4 of 5
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Human Influenza A virus (H1N1) MRID 481742-02
Swine Influenza A virus (H1N1) MRID 481742-03

Recoverable virus titers of at least 10* were achieved. Complete inactivation (no growth) was
indicated in all dilutions tested. Human Influenza A virus (H1N1)

Vi, LABEL

1. The proposed label claims that the product, Virocid, is an effective “one-step” disinfectant

against the following microorganisms on hard, non-porous surfaces for a 10-minute contact time
in the presence of 400 ppm hard water and a 5% organic soil load at the dilution listed:

Human Influenza A (H1N1) (ATCC VR-1469) 1:400 dilution
Swine Influenza A virus (H1N1) (ATCC VR-333) 1:400 dilution
Campylobacter jejuni {ATCC 33560) 1:400 dilution
Corynebacterium pseudofubercuiosis (ATCC 19410) 1:400 dilution
Avibacterium (Haemophilus) paragallinarum {ATCC 29975) 1:400 dilution
Kiebsiella pneumonia (ATCC 13883) 1:400 dilution
Listeria monocytogenes {ATCC 19115) 1:400 dilution
Mycoplasma gallisepticum (ATCC 19610) 1:400 dilution
Mycoplasma synoviae (ATCC 25204) 1:400 dilution
Ornithobacterium rhinotracheale (ATCC 51463) 1:400 dilution
Pasteurella muitocida (ATCC 6529) 1:400 dilution
Salmonella enteritidis (ATCC 13076) 1:400 dilution
Fusarium dimerum (ATCC 16553) 1:400 dilution
Penicillium expansum (ATCC 7861) 1:400 dilution
Bordetefla avium (ATCC 35086) 1:256 dilution
Salmonella enterica (pullorum) (ATCC 9120) 1:256 dilution

These claims are acceptable as they are supported by the submitted data.

2. The applicant must add reference numbers (like ATCC numbers) for all listed
microorganisms,
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Scientific & Regulatory

Consuftants, Inc.

July 30, 2010

Velma Noble, PM 31

Docuiment Processing Desk {AMEND)
Office of Pesticide Programs (7504P)
U.5. Environmental Protection Agency
One Potomac Yard

27775, Crystal Drive

Arlington, VA 22202

SUBJECT: VIRQCID
EPA Reg. No. 71355-1

Dear Velma,

481742.00

On behalf of CID HINES NV/SA is an amendment with data for Virocid. This amendment is a PRIA action code A570
which is assigned a PRIA fee of $3308 and a 4 month review time. A copy of the confirmation of payment via

www.pay.gov Is attached.

The purpose of the submission is to:

*  Add new claims for Human influenza A virus (H1N1) and Swine Influenza A virus {HIN1). {See Volumes 3 —4.)

*  Add data previously rejected1 to support
Mycaplasma gallisepticum’,

Mycoplasma synoviae,

Bordetella avium,

Klebsiello pneumahiae,

Omithobacterium rhinotrachetle,
Saimonella enterica (formerly S. enteritidis),

Saimonelio enterico (formerly S. pullorum),

Campylobacter jejuni,

Corynebacterium pseudotuberculosis,

Avibacterium paragellinorum (formerly H. parogoffinorum),
Listeria manocytagenes,

Fusorium dimerum, and

Pencilfium expansum

C 0000000000000

Soimanella enterica (formerly S. cholerasuis, serotype typhisuis}

* The studies for these organisms were assigned MRID 46049901 and 46049902, Rationale for accepting this data
was provided to Tajah Black prior to filing this submission. Volume 2 of this submission provides justification for

accepting this data.
! Strain designates {e.g. ATCC) are provided on enclosed data matrix.

P.O. Box 1014
Columbia City, IN 46725 www.srccorsultants.com

Phone; 260-244-6270
Fax: 260»21'?1'5'273



*Inert ingredient information may be entitled to confidential treatment*
*Product ingredient source information may be entitled to confidential treatment*

s Upgraded the
o first aid statements, to comply with PR Notice 2001-1,
o precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are 5 copies of labeling with the changes and deletions reflected. An electronic label named “071355-
00001.2010728.Amend.pdf” is attached which incorporates all changes in proper electroniclabel format.

The CSF has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.

is now under the cwnership of requiring a change in the EPA registered
active number from - to - In addition, th listed in Column 13 was corrected to refiect the
total product weight as 100% by weight. Thisreplaces the CSF dated 06/10/98.

Please contact me at {260) 244-6270 or shayes@srcconsultants.com if you have any questions regarding this
submission.

Sincerely,

RV

Sally Hayes
Agent, CID LINES NV/SA

cc: A, Francois, CID LINES

22



i

5.
48174201

6.
48174202

7.

VIROCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
Name and address of submitter:
scientific & Regulatory Consultants, Inc.
PO Box 1014
Columbia City, IN 46725

AGENT FOR:
CID LINES NV/SA
Waterpoortstraat 2

B 8900 IEPER BELGIUM

Regulatory action in support of which this package is submitted:
AMENDMENT: PRIA Code AS570, PRIA fee 53308

Transmittal date:
July 30, 2010

Vol. 1 Adminjstrative materials:

A} Cover letter

B) Copy of Agent Authorization

C) Copy of PRIA Il payment {$3308 for A570 Initial Registration)
D} Application

E) Certification with Respect to Citation of Data

F) Data Matrix

G) Formulator's Exemption Statement

H) CSF dated 06/10/98

I} 2 copies of revised CSF dated 07/28/10

1} 1 copy of labe! with changes highlighted and deletions shown
K} 5 copies of label without highlighting or deletions

L) Electronic label 071355-00001.20100728 Amend.pdf

Vol. 2 Efficac
A) Efficacy Discussion

Vol. 3 Efficacy

A} Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces — Human

Influenza A (HiN1) {AQ7937)

Vol. 4 Efficacy

48174203 A} Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Envirenmertal Surfaces — Swine

influenza A {H1N1) {A07938)

Company Official: Sally Hayes
Company Name: Agent for CID LINES NV/SA
Sally Haves

Company Contact:

Phone: 260-244-6270
E-maif: shayes @srcconsuitants,.com

Pagelofi
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CVIROCID 3 ...

CONCENTRATED BROAD SPECTRUM D!SiNFEQTANT

Active ingredients
ALKYL” DIMETHYL BENZYL AMMONIUM CHLORIDE *(50% C14,40% C12,10% C18), 17 060 %.{:Jy i)

- “
. 0
L]

DIDECYL DIMETHYL AMMONIUM CHLORIDE * L80CW |

GLUTARALDEHYCE * 10.725 %as on

inert ingredients 54.415 % o o0
100.000 % sess

KEEP OUT OF REACH OF CHILDREN
DANGER

staphyéococcus aureus (ATCC £536]"
Zirast (A10C 15442)*

orcine cmovfmx rype {1{FCY, P

: Psaudoralies (Amancan BicResearch Labcratenas] o
Forcine Respiratery and Reproductva Syndrome (ArkoLaborafories)® 11400
Avian Reovirus (Spafas Stran)” . , oo k2ss
‘Marek's Dlscase (Spalasz Suain) o i .. 11480 |
 Neweaglie Disepse gﬁaas Straini* : 1:400
Avien tnfivenza (Turkey/Vis/56 sirain — HON2]" L +.400
‘Avian infeclious LaryngoirBChoitls {Chares River ja0oraionss:” o 1400
: Inisctious Burse! Disease o!‘ChIckar.s SP;FAS stm!n 2512!' :
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D. Thoroughty scrub treated feed racks, troughs, and other feeding and water appliances with soap or
detergent and rinse with potable water before reuse.

E. Disinfection of equipment - immerse all hatters, ropes, and other types of restraining equipment used in
handling and restraining animals, as well as forks, shovels, and scrapers used for removing litter and
manure In the appropriate disinfection solution* for 10 minutes. Allow to air dey.

F. Fresh disinfection solution should be made daily.

2. Hatcherles :

Remeove all animals from the area. Thoroughly clean afl surfaces (halchers, setters, trays, racks, cans, sexing
iables, chick boxes, cages) with scap or detergent, then rinse with water. Saturate all surfaces with the
appropriate disinfection solution® by using a coarse spray, mop, ar spenge. Surfaces must remain wet for 10
minutes. De net house animals or employ equipment until surfaces have been absorbed or dried. Fresh
disinfection soiution should be made daily or if visibly soiled.

3. Food processing pfants {incfuding Chicken Processing Faciffties) :

Before using this preduct, all food praducts and packaging materials must be removed from the room or carefully
protected. Thoroughly clean ali surfaces with soap or detergent, then rinse with water. Disinfect hard, non-
porous surfaces by applying the appropriate disinfection solution™ with a coarse spray. mop. or spenge. All
surfaces must remain thoroughly wret for 10 minutes. Allow to air dry. A potable water rinse is required for all
surfaces that come into contact with food.

4. Trucks and other vehfcfes :

Ciean all vehicles including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution* to treat all vehiclss. Leave alt treated surfaces exposed lo disinfectant solution wet for 10
minutes. Allow to air dry.

5. Visterinary hospftafs ;

For disinfaction of the following hard non-porous surfaces : floors, vralls, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the premises.
Thioroughly ciean ail surfaces with soap or detergent, then rinse with water, Saturate surfaces with the
appropriate disinfection solution® by using 2 coarse spray, mop, or sponge. Surfaces must remain wet for 10
minutes. Immerse all leashes, muzzles. repes ar other types of equipment used to restrain or handte animals as
well as shovals, scrapers, and forks used to remove manure and litter. Do not house livestock or employ
equipment until surfaces have been absorbed or dried. Thoroughly scrub treated feeding and watering
equipment with soap or detergent and rinse with potable water befare reuse. Fresh disinfeclion solution should
be made daily or if visibly soiled.

Praparation tabie :

Tdilution | Preparation method —l
14050 1 | '
tﬁoo " Vi fiuid ounce per galion of water | apR 7 2000
11:256 ¥ fluid ounce per gallon of water 1
. 1:200 % fluid ounce per gallon of water
Fr385

Sanitizing hatchery rooms, Incubators and hatchers, poultry houses and liveslock buildings by fogain
A, Halchery rooms :

Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) pant
VIRCCID to faur (4} parts water (25 fluid ounce VIRQCID to 100 fluid ounce water). Insert the nozzle of
the fogging device rough a suitable opening in the room, With the selting on maximum ouiput, fog 125
fluid ounces for each 1000 cubic yard. Do not allow pecple to breathe or contact the fog or to enter the
room untjl the fog has completely settled or exhausted. Normally this is 1-4 hours in this envirenmeni
Nots : The generated fog is very irrdtating to eyes, skin and mucous membranes, Under no
circumstances shoutd & room or building be entered by anyone until the fog has completely settled,
narmally 1-4 hours after the actuat fegging. If the building or room must be entered, then the individuals
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STORAGE AND DISPOSAL : -
Do not contaminate water. food, or feed by storage and disposal
Storage : Store in a cool. dry place in tightly closed container away from children. Avoid temperatures below
23°F and above 113°F.

Disposal of pesticide © Pesticide wastes are aculely hazardous. lmproper disposal of excess pesticide, spray
mixture or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmental Control Agency. or the Hazardous Waste
representatives al the nearest EFA Regional Office for guidance.

Disposal of container ; Triple rinse. Then offer for recycling or punclure and dispose in a sanitary

tandfill. Disposal by incineration, or if aliowed by slate and local aulhotities, by burning. If burned, stay oul of
smoke.

ENVIROCNMENTAL HAZARDS — . _— e

This pasticide is toxic o fish, Do not discharge effluent cortaining tiis product into lakes. streams, ponds,

. estuaries, oceans or other waters unless in accordance with the reguirements of & National Pollutant Discharge
Elimination System {(NFDES) permit and the permitling suthority has been notified in writing prior to discharge.

Do not discharge efffuent containing this product imto sewer systems withiout previousiy notifying the local

sewage {reatment plant authority. For guidance contact your State VWaler Board or Regional Office of the EPA.

PRECAUTIONARY STATEMENTS L ___
Hazard to hurrans and domestic animals

DANGER. Corrosive. Causes irreversible eye damage and skin burns. May be fatai if absorbed through the skin.
Do not gel in eyes, on skin, or on clothing. Wear protective eyewear, protective clothing, and rubber gloves.
Harmful if inhated. Avold breathing vapor, Harmful if swallowed. Prolonged or frequantly repeated skin contact
may cause allergic reaction in some individuals.

Wash thoroughly with soap and water after handling and before ealing. drinking, chewing gum, or using tobacco,
Remove conlaminated clothing and wash before reuse.

I-The manufeciorer warrants (o} that this predec! conforms I the chemical destripllon on the lsbel | th) that Ihis pradugy is a reasonable i lor !
!lhe putposes sel forth in the dlizections for vae when I is used in accerdance wilh such directions ; and 1c) frat the diractions, warnfngs and I
lother slatements on Ihis labet are based upon responsible expert's evaluation of reasonable lesls of nHectiveness and ol loxlcity lo {
{lsbcratory animals. Tesis have nol been made on all varleties or in 2k siates or under all condilions. The manufaclurer neilher Makes nor
irtengs, ncrdoes il authodze any agent of representalive 1o miake, any olner warranfies, expressed of imped, and I expressly excludes and
Fisclaims all Intplied warranties or merchanlabildy and flness for particular purpese. This warranty does nel extend o, and Ihe buyer shatl bff-I
isolely responsible Tor, any and atl loss ar damage which resulls from the use of this prodUct in any mantier wich s insonsislen! with the
Jlabel direciions, warnings of ceulions Buyer's exclusive remedy and manufacturer's or seller's exclusive liability for any and all claims, f
losses, damages, or infuries resuliing from the use or handling of Ihis product, whether of na! such iabitily is based in the conlracl,
Inagligence. strict iabitity in lor of oferwise. shall be limlled, al the manulacturer's oplion, tt replacemenl of, or the repayment of Ihe f
purchase price for, the quantity of produc! with respect fo which danizges are clainred. In 1o evenl shall manufaclures or setier be igble far
-Special, indirect or conssquentta damages resulting frem the useorhandling of thisproduet_ . _
EPA Reg. N : 71355-1 EFA Est. N°: T1355-BEL-001

BATCH N* : see top / bottomm EXPIRY DATE : see top { bottom

Net contents : see lop / bottom

Produced by :
CID LINES NV/SA ~ Waterpoortstraat 2 - B 8900 |EPER - BELGIUM - EUROPE
Phone: 011-32-57-217877 - Fax: 011-32-57-217878
nitpfwww cidiines.com - info@cidlines.com

=

APR 7 2008
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mmutes The dried virus films were completely covered with 2.0 -mL of each use so!utlon and

CO, for 20-30 hours for viral adsorption dsorpnon the media was aspirated and the
host cells were washed and re-fed with CCM. The celis were incubated for 5-7 days. Post-
incubation, the host cells were washed, fixed wnh tissue grade alcohol, and stained and read

for mfectzvity, The plates were assayed by zmmunoﬂuorescence assay. Controls included cell

viability, virus stock titer, plate recovery,-column titer, cytotoxiczty. and neutralizer effectiveness.

FFFUD,/mL was calculated by the method of Reed and Muench.

Note: An inltial test using D/E as the neutralizer did not produce the required 3 fog reduction in
virus titer. The study was repeated with the same product lots, using fetal bovine serum
containing 0.3% glycine as the neufralizer.

Note: Protocol deviations/amendments reported in the study were reviewed and found to be
acceptable.

v RESULTS
MRID Organism No. Exhibiting Dried
Number Growth/Total No. Carrier
Tested Count
(CFU/
Lot No. Lot No. carrier)

202890 | 202980

450499-01 | Bordelalla avium
(At a 4:400 dilution) 1°=0/10 1 1°=1/10 58 x10°
2°= QM0 | 2° =010

(At a 1:256 dilution) 1°=0/10 [ 1°=0/10 | 1.9x10°
2°=0/10 | 2°= 0110

460499-01 | Campylobacter jejuni 1°=0/M0 | 1°=0/10 3.4x10°
2°=0/10 | 2° = 0110

460499-01 | Corynebacterium pseudotuberculosis 1°=0/10 }1°=0/10 ] 1.1x10°
2°=0740 | 2°= 0110

rezor0 ] 1" =010 | 8.6x10°

4680499-01 | Haernophilus paragalfinarum
2°=0/10 § 2°=0/10

460499-01 | Klebsiella pneurnoniae 1°=0/10 | 1°=0/10 | 2.9 x 10°
2° =010 2°=0/10
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then observed for the presence or

Note Protocol dawatlonsfamend )

5-106;
10884), Penicillium
.ot Nos, 202880

ided; a 1:400 di _!utlori). Horse serum was added to
_-'Ten (10} pol:shed stamless steel cylmder carriers

carriers were transferred from primary

s containing ne __':zar All subcultures were
mcubatad for 7-8 days at 25+1 “C an e_r_ved for the presence or absence of visible
growth. Controls included dried carrier counts, neutralizer effectiveness, and viability.

Note: Protocot deviations/amendments reported in the study were reviewed and found to be
acceptable.

RII__) 459180-01 “Vlruczt_i&__! Effecti

'_‘ncan BioResearch
gl 204090) of the

d(le 1 6? 4100,
5% orgaruc soil load.

of separate storzle glass Petri dishes. The wrﬁs fitms were dried af room temperature for 30-60
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MRID Organism ‘No. Exhibiting
Number GrowthiTotal No.
Tested - Count
LotNo. | LotNa carrier)
202890 | 20
480499-01 | Salmonelia choleraesuis pulforum
(At a 1:400 dilution) 1 =110 | 1° =010 1.3 x 10°
2°=20/M10 ] 2°=0M10
{Al a 1:256 dilution) 1* = 0M0 | 1° = 0/10 1.6 x10°
2°=0/10 | 2° = 0/10
MRID Organism No. Exhibiting Growth/Total | Dried Carrier
Number No. Tested Count -
_ conidia/carrier
Lot No. Lot No. ( l )
202850 202990
460499-02 | Aspergillus fumigatus 1°=5M10 | 1°=710 1.9 x 10°
2° = 810 2°=T7M10
Fusarium dimerum * =010 1° = Q/10 22x10°
2° =010 2° = 0/10
Penicillium expansum 1° = 010 "= QM0 1.1 % 10%
2° = 0/10 2°= 010
MRID Qrganism Results Piate
Number Recovery
Control
Lot No. Lot No., (FFFUD,/
2038390 2040380 mt.}
459190-01 | Porcine 102 dilution | Cylotoxicity | Cytotoxicity >105%
circovirys -
107 to 107 Complete Complete
(At a 1:200 dilutions inactivation inactivation
dllutlﬁn) FFFUD_-;JmL < 102.5 <10%®
Log reduction | =23.73l0g,, =3.73 log.,
Page 8 of 12
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MRID
Number

Orgamsm

460499-01

Listeria monocytogenes

4B0459-01

Mycoplasma gfaﬁi;éﬁﬁ'cum

460499-01

Mycoplasma synovige

1.0 x 107

460499-01

Omithobacterium rhifiofracheale

0| 1°=010

2° =010

1.3x 107

46049901

Pasteurella multocida

1° = 0/10
2° = 0/10

7.3x 10°

460409-01

Salmonelia choleraesuis enteritidis

1° = 0/10
2°=0/10

55x 108

Page 7 of 12
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i

v:rocsd asa d:smfectant wit hard, non-
porous surfaces for a cont: soil load at

the label-specified dilution
(no growih) was indicated i

lete inactivation
tleast 3.0 was

igher dilutions tested. A'log reducti
calculated. A recoverable. r'of at least 10° was reported: e v;ruc:da! study
was not conducted in the presence of 400 ppm AOAC hard wate bed on the label.
In addition, the report does not state how the dilutions of 1:67, 1:100; and 1:200 were

made.

Vil RECOMMENDATIONS

1. The proposed label claims {as supporied by MRID No, 460488-01) are not currently
acceptable regarding the use of the product, Virocid, as a disinfectant on hard, non-porous
surfaces against the following organisms for a contact time.of 10 minutes in the presence of
400 ppm hard water and a 5% organic soil load at the difution listed:

Bordetelfa avium 1:256 dilution
Carnpylobacter jejuni 1:400 dilution
Corynebacterium pseudotuberculosis 1:400 -_dstutton
Haemophilus paragallinarum : dilt

Klebstella pheurnoniae 1:400 dilution
Listeria monocytogenes 1:400 dilution
Mycoplasma gallisepticum 1:400 dilution
Mycoplasma synoviae 1:400 dilution
Ornithobactenum rhinotracheale 1:400 dilution
FPasteurelfa multocida 1:400.dilution
Salmonejla choleraesuis serotype enteritidis 1:400 dijution
Salmonelfa choleraesuis serotype puliorum 1:258 dilution

The registrant must either submit HTR Study No. 02-120055-1086 to the £EPA so that neutralizer
effectiveness can be confirmed or delete the all references to° bove mentioned organisms

trom the label. In addition, the applicant must conduct the study again to obtain a dried carrier

count of 1.0 x 10* for Pasteureila mulfocida.

2. The proposed label claims (as supported by MR!D No. 460499 -02) are not acceptabte
regarding the use of the product, Virocic -' i
fumfgatus and Penicillium expansum o

Aspergrﬂus furnigatus, and Peniciliium exparisum from the label. The' reg:strant must a!so:

Page 10 of 12
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n : - pre
orgaric sol! ‘oad for a contact t:me of O minutes at the dilutions listed:

Bordet_eﬂa avium

Pasteurella multotida B
Salmoneﬂa choleraesurs serg nteritidis 1:400 dilution
orum 1:256 dilution

t_a;i about neutr I er, effectweness testmg

Hoc;da was 7.3 x t’ead of the required

£ 0499-02) does not support the use of the product,

e prééénce of 400 ppm
ta 1 400 dz!ut;on The

gainst the testéd org
 dried carrier count for

subcuiture'and"sﬁo and ?ﬁ 0 in the second subculture.
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using the foilet. Remove contaminated g4

8. The first sentence under the “if Sw.

control center or doctor immediately for tment advice.”

10. The registrant should make the following revisions to the submitted label:

b correct the spemng of “course spray ‘'so it reads “coarse spray”

Page 12 of 12




submit HTR Study No. 02~

against Aspe!g:ﬂds fumrg
positive growth, wherea
7/10 in the first subcultur _

. The proposed iabel s
regardmg the use of the
hard, non-porous. surfac
AQAC hard water and state ho
referénces to Portine circov.

Viit LABELING GOMMENTS

1. This praduct is. regastered,as% n-animal premtsesrdfsmfectant The proposed

e} that i DUNC ests the use of hu hogens which
are not supported by any use The Agency requ:res that the registrant provide use
sites and directions for use which are associated with the proposed health claims.

2. The prospective Jabel lists th e-driutsons for disinfection of various sites; however,
it dg@;_;not,h_ave use directions e dilutions. The label must have
use directions on how to dilute the formulation. For example the jabei must state, "To

get a 1:400 diiution of Virocid, the you must mix 5 tablespoons of Virocid in 200 gailons

of water.”

3. The submitted iabel states that the product may be used on "finished wood." This
is an unacceptable use because w  naturaily porous. {f the registrant intends to
use the product on "finished wood, be} must specify that the wood is “sealed and
finished:” otherwise, this use must be removed from the label,

4. The draft label claims that the product can be used on “plastics.”" This use is
unacceptable because some plast orous. On the label, the registrant must
specify on which types of plastics that the product is to be used.

5. The pmposed label contends that.the product may be used on brick walis, which are
_ . 1 o use the product on brick walls, the label
must-spec!fy that the brick walls are “sealed,” otherwise, this use must be removed from
the label.

8. The registrant wishes to use the product on sandwich paneis. The “sandwich paneis’ on
the proposed label must be replaced by aliminum sandwich paneis.” |f the registrant wishes
to use the product on other sandwich paneis, the label must specify the material of which the
sandwich panei is made.

Page 11 of 12




FEE 2 - 20

Ms. Olivia Laird

Agent for Virocid

Laird’s Regulatory Consultant, Inc.
501 $, Lincoln Ave

Sterling, VA 20164-2024

Subject: Virocid
EPA Registration No. 71355-1
Amendment Date: April 7, 2003
EPA Receipt Date: August 8, 2003

Dear Ms. Olivia Laird,

3(e)(7Y)A) is unacceptable for the following reasons.

. Addition of microorganisms

Data Deficiencies

e

3

UNITED L{ATES ENVIRONMENTAL PROTECTION Auo

uey

The following amendment submiited in conncction with registration under FIFRA

AOAC Use-Dilution Method for Virocid Baieh 200890 & 202630 Submiticd study, MRID 460469-01 Uniaceeplable
AOAC Lise-Difution Mcthod, Fungicidal Modification Subntiftcd study, MRID 460499.02 Unacceptable
":zi!cid:gl Effectiveness Test - Porvine Circoviivs. Submilted stady, MRID 45919001 Unaceoitabie

7.3 x 10* instead of the required 1.0 x 107

The efficacy data in MRID No. 460499-01 is unacceptabie to support the use of this
product as a disinfectant against Bordetella avium, Campylobacter jejuni, Corvhebacterinm
pseudotuberculosts, Haemophilus paragallinarum, Listeria monocytogenes, Klebsiella
preumoniae, Mycoplasma gallisepticum, Mycoplasma synovive, Ornithobacterium
rhinptrachedle, Pasteurella multocida, Salmoneilu choleraesnis serotype emterifidis, and
Substonella choleraesis serotype pullorion because insufficient information was provided about
the neutralizer effectiveness testing.  Also, the dried carrier count for Pastenrella multocida was

_ C
_ Lg . OHCURRENCES
Foadd LALTR DL LI TR ) SR TN O Ui A
: BURRAME 1 ) ) B -
wioa v Rad awsdvoevne -
oate N »oufeasn - veveoy voen 72 v .
EPA Form 132044 (180 i
Frinsed on Recycled Paper
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THE Ganswrvrmes Pendow Cotem: 102% _,




UNITED STATES ENVIRONMENTAL PROTECTIGN AGENCY
' WASHINGTON, D.C. 20460

January 2, 2004

Efficacy Review for EF’A Reg. No. 71355-1
DP Barcode: D294304

From: Chris Jiang, Chemist L )
Efficacy Evaluation Team
Product Science Branch -
Antimicrobials Division (7510C)

_ Through:  Emily Mitchell, Team Leader 73 /47
. Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division (7510C)

To: Velma Noble, PM 31 / Jackie Campbeli-McFarane
Regulatory Management Branch |
Antimicrobials Division (7510C)

Applicant:  CID LINES N.V.
8900 teper, Belgium

Formulatlon From f.abel:

ient(s) o by W

A‘ikyi * dxmethy1 benzyl ammonium chloride
* Cipr 50 %; C,z 40 %: Cis. 10 % 17.060 %
i ethyl ammonium chloride 7.800 %
yde 10.725 %

64.415 %
Total 100.000 %




| BACKGROUND

The product, Virocid (EPA Reg. No. 71355-1), is an EPA-approved disinfectant
(bactericide, fungicide, virucide) for use-on hard, non-porous surfaces in animal sin
facilities and in veterinary hospitals.- bel claims that the product is eff ythe.
presence of 400 ppm AQAC synthe ‘water and 5% soil load.” The a ‘requested
an'amendment to the registrationof. oduct to add clain ir
additional microorganisms, specifically Bordeteffa avium (ATCC 35086) Campy!obacter fejuni
(ATCC 33560), Corynebacteriurn pseudotuberculosis (ATCC 19410), Klebsiella pneumoniae
(ATCC 13883}, Listeria monocytogenes (ATCC 18115), Omithobacterium rhinotracheale
(ATCC 51483}, Pasteurella multocida (ATC snafla choleraesuis. enteritidis (ATCC
13076), Haemophilus paragaliinarum (. ( sma gallisepticum (ATCC 19610),
Mycoplasma synoviae (ATCC 25204);: almonelfa choleraest s-puﬂorum {ATCC §120),
Penicillium expansum (ATCC 7861),-Fusarium dimerum (ATCC 16553), and Porcine cirgovirus,
type 1l. Studies were conducted at Hill Top Research, Inc., located at Main and Mill Streets in
Miamiville, OH 45147, and MicroBioTest, Inc., located at 1058 Carpenter Drive in Sterling, VA

20164.

This data package contained EPA Form 8570-1 (Application for Pesticide), three studies
(MRID Nos. 460498-01, 460499-02, and 459190-01), Statements:of No Data Confi identiality
Claims for all three studies, the proposed label, and the last accepted label (dated June 28,

2003),
i USE DIRECTIONS

The product is designed to be used for disinfecting hard, non-porous surfaces such as
sandwich panels, feeding/drinking equipment, hatchers, setters, trays, racks, carts, tables,
cages, floors, walls, ceilings, counters, and hand!znglrestramzng equipment. The label indicates
that the product may be used on hard, non-porous surfaces such as stainless, galvanized, and
painted steel, copper, aluminum, fimshed wood, vinyl, plastics; azed tiles, and brick walls.
Directions on the proposed label provided the followzng informatic regardzng preparation and
use of the product as a disinfectant: Remove animals and feed from the premises. Remove all
litter and manure. Clean all surfaces with oap.or detergent and rinse with water. Saturate the
surface with the appropriate dzsmfectan £ 8es) Using & coarse spray,
rnop, or sponge. Leave on surface for 10 m:nutes Allow to air. ry before allowing animals or
feed into the area. Scrub feeding and watering equipment with soap and detergent. A potable
water nnse is required for all surfaces that come into contact with food.

i AGENCY STANDARDS FOR PROPOSED CLAIMS
Disinfectants for Use on Hard Surfaces -- Additional Microorganisms

Effectiveness of disinfectants against specific microorganisms other than those named
in the ACAC Use»Dz!utlon Method, AOAC Germrclda! Spray Pfoducts as Disinfectants Method,

Page 2 of 12
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s 1tted for each mtcroorganism to
: msms survived the carrier-drying

modified to p‘éo'wd'_
product samples

e{ Yen camers
ed in the test. KII ]

TS, tables cleaned dried
to be: treated must be

for use on the product ] érf‘ferent batches of
ust:be tested agamst a : st 10* from the test surface
BXP s.must be’ assayad by an
orzs per each dllution

standards '-are-_;.preSéhted in DIS/TSS-7.

Suppfemental Claims
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in hard water, all microorg
tested by the appropriate R
These Agency standards are als

v

athleent A,
ion date ~

paragaliinarum (ATCC 29975),
(ATCC 18115); Mycoplasma gaf
25204), Om;thobactenum rhinot

Dllutton Meth'od as described m't L
use solution of the product was pr'

carner Was Immersed in 2
inutes ‘at 37+1°C {at 35£1°C
iution for 10 minwes at
idual tube:containing
K!ebs;eﬂa pneumoniae,
-en teritidis, and Salmonefla
C Stock Neutralizer
seudotuberculosis,

en serum for studies

s ‘against Mycoplasma
inst Mycoplasma

suspension of the test organism. T
for Ornithobactenium mmotracheafe)
20£1°C. Following exposure, gachica
neutralizer (i.e., Letheen Broth for stud
Ormithobactenum rhinotracheafe, Sal,
choleraesuis serotype pulfforun, Brai
{BHIB+) for studies against Campylo
L;stena monocﬂogenes and Pasteu

synoWae) After 30 mmutes the camers
secondary subculture tubes contammg the:

for studles aga; inst
; fe for stud}es agamst

for: studtes against Mycoplasma gafhsepacum
in 5% CO;; for studies against Mycoplasma
hours at 37+1°C in 5% CO,. After incubation,
or absence of visible growth Controls included dried carrier co

and viability.

a use solutzon was prepared by diluting 1.95 mL _' fthe product in .
synthetic hard water {titrated at 405 ppm). Ten {10) carriers per product !ot per org
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L Decision #: 438047

3
3

DATA PACKAGE BEAN SHEET | DP #: (381153)

Date: 16-Aug-2010 PRIA
Page ¥ of 2 Parent DP #:

. ) Submission #: 879635
*** Registration information ** * |

Registration: 71355-1 - VIROCID
Company: 71355 - CID LINES N.V.

Risk Manager: RM 31 - Velma Noble - (703) 308-6233 Room# PY1 5-8855

Risk Manager Reviewer: Cletis Mixon CMIXON = TN\
Sent Date: Calculateg Due Dgfe: 23-Dec-2010

Edited Due Date: _

Type of Registration: Product Registration - Section 3

Action Desc: (A570) AMENDMENT;NON-FAST TRACK;

Ingredients: See page 2

* ** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 16-Aug-2010 Due Back:

DP Ingredient: See page 2

OP Title:
CSF Included: () Yes @ No Label Included: () Yes @ No ParentDP#: /97/49
s
Assigned To Date In Date Out
QOrganization: AD / PSB g//@;///z Last Possible Science Due Date: 23-Nov-2010

7/2 77/” Sub Data Package Due Date: /7 /7 %{/

Team Name: crT f’ ?/30//0 Science Due Date: /%/)L S

Reviewer Name:

Contractor Name:

*** Studies Sent for Review * * *
No Studies

*** Additional Data Package for this Decision * **

No Additional Data Packages

*** Data Package Instructions ** *

Karen - Registrant has submitted CSF to be reviewed.
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Cid Lines, 71355-1
Jacqueline Campbell-McFarlane to: Cletis Mixon 12/15/20110 11:44 AM
Cec: Velma Noble

Hi, Jamil

The precautionary statements look ok. The only concern that | have is regarding the fogging section. |
wouid add the following statements to appear before the directions for fogging (i.e. as the first statements
in the section.)

All surfaces must be cleaned and disinfected in accordance with label directions prior to fogging.
Fogging is an adjunet or supplement to normal cleaning and disinfection procedures and practices.

If you have any guestions, let me know.

Jacqueline McFarlane

EPA (7510P)

Antimicrobials Division

1200 Pennsylvania Ave, NW
Washington, DC 20460
(703} 308-6416

(703) 308-6467 (fax)

41
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Virocid, EPA REG. No. 71355-1
shayes

to:

Juan Negron

09/28/2010 11:06 AM

Please respond to shayes

Show Details

Juan,

Attached is the CSF for EPA Reg. No. 71355-1, The quat CAS Ne. has been changed to 68424-85-1 per your request.
Thanks for your help with this submission.

Sally Hayes

Scientific & Regulatory Consultants, Inc.

260-244-6270
www .srcconsultants .com

file://C:\Documents and Settings\tnegro02\Local Settings\Temp\notesFCBCEE\~web7644 . htm 9/28/2010



481742.00

.S‘c:entf ic & Regulatory

Consuftants, Inc.

July 30, 2010

Veima Noble, PM 31

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
CGne Potomac Yard

2777 5. Crystal Drive

Arlington, VA 22202

SUBJECT: VIROCID
EPA Reg, No. 71355-1

Dear Velma,

Cn behalf of CID LINES NV/SA is an amendment with data for Virocid. This amendment is a PRIA action code AS70
which is assigned a PRIA fee of 53308 and a 4 month review time. A copy of the confirmation of payment via

www.pay.pgov is attached.

The purpose of the submission is to:

*  Add new claims for Human Influenza A virus (H1N1) and Swine influenza A virus (H1N1}. (See Volumes 3 ~4.)
e Add data previously rejs.'cted1 to support

Mycoplosma gaﬂfsept:’cumz,

Mycoplasmo synoviae,

Bordetello ovium,

Klebsielia pneumonioe,

Ornithobocterium rhinotracheale,

Salmonella enterico {formerly 5. enteritidis),

Salmonella enterica (formerly 5. cholerasuis, serotype typhisuis)
Solmonella enterico (formerly 5. pullorum),

Compylobacter jejuni,

Corynebocterium pseudotuberculosis,

Avibocterium parageliinarum (formerly H. parogallinarum),
Listerio monocytogenes,

Fusarium dimerum, and

Pencillium exponsum

00000000 000 Qo0

! The studies for these organisms were assigned MRID 46049901 and 46049902, Rationale for accepting this data
was provided te Tajah Black prior to filing this submissien. Volume 2 of this submission provides justification for
accepting this data.

* strain designates (e.g. ATCC) are provided on enclosed data matrix.

PO, BO)f 10‘!4 1 Phone: 260-244-6270
Columbia City, IN 46725 www.srcconsuftanis.com Fax: 260-24@373



*Inert ingredient information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*

*  Upgraded the
o first aid statements, to comply with PR Notice 2001-1,
o precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are 5 copies of labeling with the changes and deletions reflected. An electronic label named “071355-
00001.2010728.Amend.pdf” is attached which incorporates ail changes in proper electronic label format,

The C5F has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.
is now under the ownership of requiring a change in the EPA registered

active number from || I '~ 2ddition, the i listed in Column 13 was corrected to reflect the
total product weight as 100% by weight. This repiaces the CSF dated 06/10/98.

Piease contact me at {260} 244-6270 or shayes@srcconsultants.com if you have any questions regarding this
submission.

Sincerely,

Sally Hayes
Agent, CID LINES NV/SA

cc: A, Francois, CID LINES



VIROCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
1. Name and address of submitter:
Scientific & Regulatory Consultants, Inc.
PO Box 1014
Columbia City, IN 46725

AGENT FOR:

CID LINES NV/SA
Waterpoortstraat 2

B 8900 1EPER BELGIUM

2. Regulatory action in support of which this package is submitted:
AMENDMENT: PRIA Code AS70, PRIA fee $3308

3. Transmittai date:
July 30, 2010

4. Vol. 1 Administrative materiais:
A) Cover letter
B} Copy of Agent Authorization
C) Copy of PRIA Il payment {$3308 for A570 Initial Registration}
L} Application
E} Certification with Respect to Citatlon of Data
F} Data Matrix
G) Formufator's Exemption Statement
H) CSF dated 06/10/98
i} 2 copies of revised CSF dated 07/28/10
J) 1 copy of jabel with changes highlighted and deletions shown
K) S copies of label without highiighting or deletions
L} Electronic label 071355-00001.20100728 Amend.pdf

S.  Vol. 2 Efficacy
48474201 A) Efficacy Discussion

6. Voi. 3 Efficacy
48174202 Al Guidefine 91-2 Virucidai Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces ~ Human

Influenza A {HiN1) {A07937}

7. Vol. 4 Efficacy
48474203 A} Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmenta} Surfaces — Swine

influenza A {HIN1) {A07938)

Company Official; Sally Hayes
Company Name: Agent for CID LINES NV/SA
Saity Hayes

Phone: 260-244-6270

Company Contact: .
pany E-mail: shayes@srcconsultants.com
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VIROCID

CONCENTRATED BROAD SPECTRUM DISINFECTANT

)15 0

Active Ingredients:

ALKYL *DHVMETHYL BENZYL AMMONIUM CHLORIDE *(50% Cis; 40% C12; 10% Cig) veriveevvrernnenn. .080%
DIDECYL DHAETHYL AMMONIUM CHLORIDE .. 7.800%
Other INGradiENES: o ottt or e s rr s e s s et s b e nem b s me s st an e b devar e s e s 64.415%
TOMAL 11 v ettt ca st s st s bt mae s b b et e e e semnese S eSS b er e e ssrasaRPE e 44 s teeseenatR e PR Rd e rreen it s e tae s 100.000%

KEEP OUT OF REACH OF CHILDREN
DANGER

VIROCID is effective against:

BACTERIA I DILUTION
Salmonelle Gheleraesuie LICC-16708) enferica (formerty S. choferaesuis)y 1,400
Sfaphylococcus aureus (ATCC-6538)* 1:400
Pseudornonas asruginosa (ATGC-15442Y 1:400
Campylobacler jejtini * t:400
Corynebacterium pseudolubercuiosis” t:400
Avibaclerium paragaflinarum (formeriy H. paragalfinarum* t:400
Klebsieila pneumgniae’ 1:400
Lisferia rmonocyfogenes™ 1:400
Mycoplasma gatliseplicur” t:406
Mycoplasia synoviae” 1:400
Ornithobacteriurn rhinolracheale” t:400
Salmonasile anferica (formerly S. anterifidis)* 1:400
Mycoplasma hvopneumoniae™ 1:400
Sirepfococous sufs* 1:400
Satmonelfa enterica eholerasuis-serebype-typhistis{ATCE-8321} (formerly S. 1:400
typhisuig)®
Escherichia colf” 1:400
Bordefelta aviurm™ 1:256
Salmonella enferica (formerly S. pullorum}* 1:256
FUNGUS {on environmental surfaces)
Fusarium dimerumr” 1:406
Penfciltium expansum” 1:400
Trichophyton mentagrophyles 1:400
VIRUS {on environmental surfaces}
Forcine circovirus, type li [PCV, PT-1 ceil]* 1:200
Pseudorables [American BioResearch Laboratoriesl™ 1:400
Porcine Respiratory and Reproductive Syndrome [Arko Laboratories}” 1:400
Avian Reovirus [Spafas Strain]* 1:256
Marek's Disease [Spafas Strainj* 1:400
Neweastle Disease [Spafas Strain]* 1:400
Avian Influenza [TurkeyWis/€6 strain~-HGN2[* 1:400
Hurman Influenza A (H1N1}* 1:400
Swine Influgnza A (HIN1)* 1:400
Avian Infectious Laryngotracheitis [Charles River L.aboratories]” 1:400
Infectious Bursal Disease [Spafas Strain 2512]* 1:400
Algae and siime forming bacteria In recirculating water cooi!ng Systems, and 25-50 ppm
evaporative condensers
*in the presence of 400 ppm ACAC synthetic hard water and 5% soil load
*in the presence of 400 ppm AQAC synthetic hard water and 25% soil load

Note: Bracketec| Jinformation s optiona text. Tex: separated by a comma(,)Jdenotes-and/or-options. {Bracketed Text}is for 46
administrafive purposes only and wili not appear on the printad label.
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FIRST AID STATEMENTS

IF IN EYES = Hold eyelids open and rinse slowly and gently with water for 15-20 minutes.

a  Remove contact lenses, f present, after the first 5 minutes, then continue

rinsing-eyes.

= Call a poison control center or doctor for treatment advice.
IF ON SKIN @R s Take off contaminated clothing.
CLOTHING « Rinse skin immediately with plenty of water for 15-20 minutes.

v Call a poison control center or dector for treatment advice.
IF SWALLOWED s  Call a poison control center or doctor immediately for treatment advice.

»  Have person sip a glass of water if able to swallow.
« Donotinduce vomiting unless told to do so by the poison control center or

doctor.
e« Do not give anything by-reeuth to an unconscious person.
IF INHALED »  Move person to fresh air.

e If person is not breathing, call 911 or an ambulance, then give artificial
respiration, preferably mouth-to-mouth, if possible.

»  Call a poison control center or doctor for further treatment advice,

{For emergency information on {product, use, elc.], call the National Pesticides Information Center at 1-800-

858-7378, 6:30 AM 1o 4:30 PM Pacific time (PT}. seven days a week During other times. call the poison control

center 1-800-222-1222.]

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage. Have a product

container or label with you when calling the poison control center, doctor, or going for medical treatment, .

APPLICATION:

Pisinfection of non-food surfaces, farm, animal, and poultry housing facilities and equipment:

1. Farm equipment and animal heusing buildings (poultry & turkey grow-out houses, laying houses, swing
production and housing, bams and large animal buildings)
Hatchers, setters, and chick processing faciliies
Food processing plants (slaughterhouses)
Trucks and other vehicles

5. Veterinary hospitals
Sanitizing hatchery rooms, incubators, and hatchers, poultry houses and livestock buildings by fogging.
Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensers.

N

DIRECTIONS FOR USE:

It is a violation of federal law to use this product in a manner inconsistent with its labeling.

Disinfection of hon-food surfaces, farm, animal, and poultry housing facilities and equipment:

1. Farm equipment and animal housing buildings {poultry & turkey grow-out houses, laying houses,
swine production and housing, barns and large animal buildings):
For disinfection of hard, non-porous surfaces: stainless, galvanized and painted steel, copper, aluminum,
finished wood, vinyl, plastics, glazed tiles, sealed brick walls, aluminum sandwich panels and
feeding/drinking equipment:

A. Remove all animals and feed from premises, vehicles and enclosures. Remove all litter and
manure from floors, walls and surfaces of bams, pens, stalls, chutes, and other facilities and fixtures
occupied or traversed by animals. Empty all troughs, racks, and other feeding and watering
appliances.

B. Thoroughly clean all surfaces with soap or detergent and rinse with water. Saturate all surfaces
with the appropriate disinfaction seolufion’ by using a coarse spray, mop, or sponge. Surfaces must
remain wet for 10 minutes.

C. Ventilate bulldings and other closed spaces. Do not house animals or employ equipment until
treatment has been absorbed or dried.

D. Thoroughly scrub treated feed racks, troughs, and other feeding and water appliances with soap or
detergent and rinse with portable water before reuse.

Note: Brackeled( linformation is optional text. Text separated by a comma(,)denotes—andfor-options. {Bracketed Textlis for
administrative purposes only and will not appear on the printed label,
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E. Disinfection of equipment: Immerse all halters, ropes, and other types of restraining equipment
used in handling and restraining animals, as we!ll as forks, shovels, and scrapers used for removing
litter and manure in the approgpriate disinfection solution® for 10 minutes. Aliow to air dry.

F. Fresh disinfection solution should he made daily or if visibly soiled.

Hatcheries:

Remove all animals from the area. Thoroughly clean all surfaces (hatchers, setters, trays, racks, carts,
sexing tables, chick boxes, cages) with soap or detergent, then rinse with water. Saturate all surfaces with
the appropnate disinfection solution® by using a coarse spray, mep, or sponge. Surfaces must remain wet for
10 minutes. Do not house animatls or employ equipment until surfaces have been absorbed or dried. Fresh
disinfection solution should must be made daily or if visibly soiled.

Food processing plants (inciuding Chicken Processing Facilities):

Before using this product, all food products and packaging materials must be removed from the room or
carefully protected. Thoroughly clean all surfaces with soap or detergent, then rinse with water, Disinfect
hard, non-porous surfaces by applying the appropriate disinfection solution’ with a coarse spray, mop, or
sponge. All surfaces must remain thoroughly wet for 10 minutes. Allow to air dry. A potable water rinse is
reguired for all surfaces that come into contact with food.

Trucks and other vehicles:
Clean al! vehicles including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution to treat ail vehicles. Leave all freated surfaces exposed to disinfectant solution wet for

10 minutes. Allow to air dry.

Veterinary hospitals:

For disinfection of the following hard non-porous surfaces: floors, walls, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the
premises, Thoroughly clean all surfaces with soap or detergent, then rinse with water. Saturate surfaces
with the appropriate disinfection solution® by using a coarse spray, mop, or sponge. Surfaces must remain
wet for 10 minutes. immerse all leashes, muzzles, ropes or other types of equipment used to restrain or
handie animais as well as shovels, scrapers, and forks used to remove manure and litter. Do not house
livestock or employ equipment until surfaces have been absorbed or dried. Thoroughly scrub treated feeding
and watering equipment with soap or detergent and rinse with potable water before reuse. Fresh disinfection
solution shewld must be made daily or ¥ visibly solled.

Preparation table:

Dilution Preparation Method

1:400 1/3 fluid ounce per gallon of water
1:256 1/2 fluid ounce per gailon of water
1:200 2/3 fluld ounce per galion of water

1 See organism and preparation table to determine the appropriate disinfection solution.

Sanitizing hatchery rooms, incubators and hatchers, poultry houses and livestock buildings by

fogging:
A,

Hatchery rooms:

Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part VIROCID to
four (4) parts water (25 fluid cunce VIROCID to 100 fluid ounce water). Insert the nozzle of the fogging
device through a suitable opening In the room. With the setting on maximum output, fog 125 fluid ounces for
each 1000 cubic yard. Do not allow people to breathe or contact the fog or to enter the room until the fog has
completely settled or exhausted. Normally this is 1-4 hours In this environment.

Note: The generated fog is very irritating to eyes, skin and mucous membranes. Under no circumstances
shouid a room or building be entered by anyone untll the fog has completely settled, normally 1-4 hours after
the actua! fogging. if the building or room must be entered, then the individuals entering the building or room
must wear a self contained respirator approved by NIOSH/MSHA, goggles, long shir, sleeves, and pants,

Note: Bracketed| linformation is optional text. Text separated by a comma(,jdenotes—andior-options. {Bracketed Text}is for
administrative purposes only and will not appear on the printed label.
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B. Incubators and hatchers:
Prepare a stock solution of one (1) part of VIROCID to four {4) parts water. Fog 3 ounces of solution per fer
100 cubic feet ofthis into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher
treatments approximately 24 hours before pulling the hatch. Do not allow peaple to contact or breathe this
fog and do not enter machines until the fog has settled (30-60 minutes after fogging is completed). To do
this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the
sanitizing solution as a fog.
It is also satisfactory to fog setters and hatchers with a 1:1000 solution of VIRQOCID. If this is done, fog for
30-80 seconds once per hour or once every two hours,

C. Poultry houses and livestock buildings:
After the house has been depopulated and cleaned as in 1. A to F under "Disinfection of non-food surfaces,
farm, animal, and poultry housing faciliies and equipment’, double check to be sure all people, poultry,
Itvestock and pets have vacated the building. Close all windows, doors, curtains, etc. making the house as
ciosed as tight as possible.
Prepare a stock solution of one (1) part VIROCID to four (4} parts water (25 fluid ounce VIROCID to 100 fivid
ounce water), Insert the nozzle of the fogging device through a suitable opening in the room. With the
setting on maximum output, fog 125 fluid ounces for each 1000 cubic yard. Place the fogger #selbmay-be
plased just inside the door of the building to be treated, or insert the nozzle of the fogger may-be-insertad
through a suitable opening in the door or building. The opening must sheuld be just large enough to
accommodate the nozzle.
After fogging, the building must shewld be kept closed for twenty-four hours. After twenty-four hours, the-feg
sheuld-have-seitled-and open the house can-now-be-spened and aired—The-house should-be-epenad for a
minimum of twenty-four hours before it is repopulated with poultry or livestock.
Note: The generated fog is very irritating to eyes, skin and mucous membranes. Under no circumstances
should a room or building be entered by anyone until the fog has completed settled, nomally 1-4 hours after
the actual fogging. If the building or room must be entered, then the individuals entering the building or room
must wear a self contained respirator approved by NIOSH/MSHA, goggles, long shirt, sleeves and pants.
If feeders and waterers were not removed from the premise during treatment, or were not adequately
covered to prevent contact with treatment, they must sheuld be washed with detergent and water before use
for poultry or livestock.

Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensers:

A. VIROCID must sheuld be added in the system directly at a point where uniform mixing and even distribution
will occur Do and not mixed with any other chemicals or additives.-it-should-be-added

B. Severely fouled systems musi sheuld be chemically andfor manually cleaned before adding VIROCID
treatment. if algae/slime growth is absent or minimal, proceed with the initial dose.

C. Initial Dose: 2.5 fivid ounces of VIROCID per 100 gallons of water (50 ppm) in the system. Repeat
treatment until algae/slime growth is controlled.
Maintenance Dose: After algae control is evidentfachieved, apply 1.25 fluid ounces of VIROCID per 100
gallons of water (25 ppm} in the system every 7 days (weekly). Repeat treatment as needed to maintain
algaefslime control.

STORAGE AND DISPOSAL:

Do not contaminate water, food, or feed by storage and dispasal

Storage: Store in a cool, dry place in tightly ciosed container away from children. Avoid temperatures below 23°F
and above 113°F,

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray mixture or
rinsate is a violation of federal law. If these wastes cannot be disposed of by use according to label instructions,
contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste representatives at the nearest
EPA Regional Office for guidance.

Container Disposal: Nonrefillable container. Do not reuse or refil! this container. Triple rinse container {or

equivalent) promptly after emptying. {fnsert applicable frinie rinse instruction for container size befow} Offer for

i aFal Wul = dnl £ ) T Yol w A B L S-aaodichosnan 24y F-iand

Note: Bracketed] Jinformation is optional text. Text separated by a comma(,Jdenotes~and/or-options, {Bracketed Text}ls for
administrative purposes only and will not appear on the printed label. 4 9
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{For containers equai to or fess than & gajlons}

Triple rinse as follows: Empty the remaining contents into application equipment or a mix tank and drain for 10
seconds after the flow begins to drip. Fill the container V4 full with water and recap. Shake for 10 seconds. Pour
rinsate Into application equipment ora mix tank or store rinsate for later use or disposal. Drain for 10 seconds after the
flow begins to drip. Repeatthis procedure two more times.

{For conlainers greafer than & gallons)

Triple rinse as follows: Empty remaining contents into application equipment or a mix tank. Fill the container 14 full
with water. Replace and tighten closures. Tip container on its side and roll it back and forth. ensuning at least one
complete revolution. for 30 seconds. Stand the container over on its end and tip it back and forth several times. Empty
rinsate into application equipment ora mix tank or store rinsate for later use or disposal. Repeat this procedure two
more times.

PRECAUTIONARY STATEMENTS:

Hazards to humans and domestic animals

DANGER. Corrosive. Causes irreversivle eye damage and skin burns, May be fatal if absorbed through the-skin.
Do not get in eyes, on skin, or on clothing. Wear protective eyewear, protective clothing, and rubber gloves. Harmful
ifinhaled. Avoid breathing vapor. Harmful if swallowed, Profonged or frequently repeated skin contact may cause
allergic reaction in some individuais.

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, er using tobacco, or
using the toilet. 3 1 use—-Remove and wash contaminated clothing

hefore reuse.

ENVIRONMENTAL HAZARDS:

This pesticide is toxic to fish. Do not discharge effluent containing this productinto fakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authoriy has been notified in writing prior to discharge. Do not discharge
effluent containing this product into sewer systems without previously notifying the focal sewage treatment plant
authority. For guidance contact our State Water Board or Regicnal Office of the EPA.

LIMITED WARRANTY AND DISCLAIMER:
The manufacturer warrants () that this product conforms to the chemical description on the labef; () that this product is a
reasonable fit for the purposes set forth in the directions for use when itis used in accordance with such directions; and (c) that the
directions, warnings and other statements on this label are based upon responsible expert's evaluation of reasonable tests of
effectiveness and of toxicity to laberatory animals. Tests have not been made on all varieties Or in alt states or under all conditions.
The manufacturer neither makes nor intends, nor does it authorize any agent or representative 1 make, any other warraniies,
expressed or implied, and it expressly excdudes and disclaims ail im plied warranties or merchantability and fitness for pariicutar
purpose, This warranty does not extend to, and the buyer shall be solely responsibte for, any and all toss or damage which results
from the use of this product in any manner which is inConsistent with the label directions, wamings or cautions, Buyer's exclusive
remedy and manufacturer's or seller's exclusive liability for any and att caims, losses, damages, or injuries resulting from the use or
handling of this product, whether or not such liability is based in the confract, negligence, strict liability in tort of otherwise, shall be
limited, at the manufacturer's option, to replacement of, or the repayment of the purchase price for, the quantity of product with
respect to which damages are claimed. tn no @vent shall manufacturer or seller be liable for special, indirect or consequential
damages resulting from the use or handling of this procuct.

EPA Reg. No. 71355-1 EPA Est. No. 713565-BEL-001
Batch No: See top/bottom
Expiry Date: See topfootiom
Net Contents: See topfbottom

{nef contents will appear on fronf panel: registration numbers, batch no. and expiry date may appear on any panef}

Preduced by :
Cl0 LINES NVISA
3 ; : Waterpoortstraat 2 — B 8900 IEPER
' = BELGIUM - EUROPE
INNOVATIVE KYGIERE SGTUTIONS Phone : 011 32 57 217877
Fax: 0113257 217879
www.cidiines.com - info@cidlines.com

Note: Bracketed] Jinformation is optional text. Text separated by a comma(,)denotes—and/or-optiocns. {Bracketed Text}is for
administrative purposes only and will not appear on the printed label.
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CVIROCIDY ... -

CONCENTRATED BROAD SPECTRUM DISINFECTANT -, ..

Actlve ingredients : R ..
ALKYL* DIMETHYL BENZYL AMMONIUM CHLORIDE *(50% C14;40% C12;10% C15),17.060 Sa,{by ¥t}

DIDECYL DIMETHYL AMMONIUM CHLORIDE R 0 I T

GLUTARALDEMYDE ¢ 70.728 Yaese

inert ingredients 64415 % ,ue
100.000 % toes
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KEEP OUT OF REACH OF CHILDREN
DANGER

o VIROCID is effective agalnst :
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S Sirain 2512)°

91




0. Thoroughly scrub treated feed racks. troughs, and olner feeding and waler appliances with soap or
detergent and rinse with potabte water before reuse.

E. Disinfection of equipmant : immerse all hatters, ropes, and other types of restraining equipment used in
handiing and restraining animals, &s wetl as forks, shovels, and scrapers used for removing fitter and
manure in the approprate disinfection sohition* for 10 minutes. Allow {0 air dry.

F Fresh disinfection solution should be made daily.

2. Hatcheries ;

Remove att animals from the area. Thoroughly ¢lean all surfaces (hatchers, setters, trays, racks, cans, sexing
tables, chick boxes, cages} with sogp or detergent, then rinse with water. Saturate all surfaces with the
appropriate dislnfection solution* by using a coarse spray, mop, or sponge. Suifaces must remain we! for 10
minutes, Do not house animals or employ equipment until surfaces have been absorbed or dried, Fresh
disinfection solttion should e made daily or if visibly soiled.

3. Food processing piants {including Chicken Processing Faclifties) :

Before using this product, alt food products and packaging materiais must be removed from the room or carefully
protected. Thoroughly clean all suriaces with soap or detergent, then rinse with water. Disinfect hard, non.
porous surfaces by appiving the appropriata disinfection solution” with a coarse spray, mop. or sponge. All
surfaces must remain thoroughly wet for 10 minutes. Allow to 2ir dry. A ootable water rinse is required for all
surfaces that come into contact with fcod.

4, Trucks and other vehicies :
Clean all vehicles inctuding mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection soiution™* {o treat all vehicles. Leave all treated surfaces exposed lo disinfectant solution wel for 10

minttes, Aliow to air dry.

5. Veterinary hospitafs :

For disinfection of the foliowing hard non~porous surfaces : floors, walis, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animats and feed from the premises.
Thoroughly clean ali surfaces with soap or detergent, then rinse vath water. Saturate surfaces with the
appropriate disinfection somtion* by using 2 coalse spray. mop. or sponge. Surfaces must remain wet for 10
minutes. tmmerse att leashes, muzzles. ropes or other types of equipment used to restrain or handie animals as
well as shovels, scrapers, and forks used o remove manure and litter. Do not house tivestock or employ
equipment untit surfaces vave been absorbed or dried, Thoroughly scrub treated feeding and waiering
equipment with soap or delergent and rinse with polable water before reuse, Fresh disinfection soiution should
be made daity or if visibiy soiled.

Preparation {abie :

“ditution | Preparation method 1

10000 | ) '

1:400 % fluid ounce per galion of water ApR 7 004
| 1:266 ¥ fluid ounce per galton of water

15200 | % fluid ounce per gatlon of water

Ti 55" {
Sanitizing_hatchery rooms, incubators and hatchers, pouilry houses and livestock buildings by fogging
A. Hatchery reoms
Ciose room off so fog is coniined {0 room to be treated. Prepare a stock sojution of one (1) part
VIRCCID to four (4} parls water {25 fluid ounce VIRQCID to 100 fluid ounce water). tnsert the nozzle of
the fogging davice through a suitable opening in the room, With the setting on maximum output, fog 125
fluid ounces for sach 1000 cubic yard. Do not aliow people to breattie or contact the fog or to enter the
toom untll the fog has complately setlied or exhausted. Norrnalty this is 1+4 hotrs in this environmani.
Note : The generated fog is very irritating to eyes, skin and mugous membranes. Under no
circumstances shoutd a room or building be entered by anyone untii the fog has complalely settied,
normaily -4 hours after the actual fogging. If the buiding or room must be entered, then the indiviciats
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STORAGE AND DISPOSAL :

Do not contaminate water, food, or feed t by storage and disposa!

Storage : Store In a cool. dry ptace in tightly closed container away from children. Avoid temperatures betow
23°F and above T13°F.

Disposal! of pesticide - Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray
oixture or rinsate is a viotation of Federal Law. If these wastes cannot be disposed of by use according to labe!
instructions, coniact your State Pesticide or Environmental Contro! Agency. or the Hazardous Waste
representatives at the nearest ERPA Regional Office for guidance.

Disposa! of container : Triple rinse. Then offer for recycling or puncture and dispose in a sanitary

tandfill. Disposal by in¢ineration, or if altowed by state and local authorities, by burning. if burnad, stay out of
smoke.

-—

ENVIRONMENTAL HAZARDS ; .
This pesticide is toxic to fish. Do not discharge effluent conlaining !hls product into Iakes. s'reams ponds.
estuaries, oceans or other waters unless in accordance with the requirements of a Mational Pollutan! Discharge
Elimination System (NPDES) permit and the permilting authority has been notified in writing prior to discharge.
Do not discharge affiuent containing this product into sewer systems without previously notifying the tocal
sewage treatment plant authority, For guidance contact your State Water Board or Regional Office of the EPA,

PRECAUTIONARY STATEMENTS
tHazard fo humans and domestic znimals
DANGER. Corrosive. Causes irreversible eye damags and skin burns. May be fatal if absorbad through the skin,
Do not get in eyes, on skin, or on clothing. Wear protective eyewear, protective clathing. and rubber gloves,
Harmful if inbaled. Avoid breathing vapor. Harmful if swallowed. Prolonged or frequently repeaied skin contact
may cause allergic reaction in some individuats,

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using tobacco,
Remove contaminated clothing and wash before reuse.

et — — T e L S, - Sy gy L S Ay mpan.* A e Sy v

LIMITED WARRANTY AND DISCLAINER:
The nanuBewrer warrants (o) tha this prodact conforms lo the cheical description on the lebel - th thal this predus) is a reasonaxie hi for
frhe pusboses sel forthin the direclons for ese When ! Is used In accordancs wilh such direelions ; aid {o) thal the direclicns, varnkngs and
latner statements on this label gre based spon respansible exparl’s evaliation of reasanable lesls of evectiveress and of lexicily lo |
iloberalory animals, Tesls have not been made on all vatielies of in ak siotes or unger 2t condlions, The masnufaclursr neifher mekes nar |
Intends, nor does il autharize ey agent or rapfesenialive to make, any olher warrailiss. expressed of mpied, and if sxoressly excludes and |
disclaims all implied warranties o merchaniabiity and fitness for paniewar purpese. This warranly does nol extend 1o, and the buyer shatl be
Isotely responsible for, ary and alfloss or damage which resulls from Inc use of fhis prodUst in any wenner wiich s fneonsisicnt with Yie |
’labe! direciions, wamnings of ceulions, Buyer's exclusive reinedy and menufacturer's or seller's axclusive I:ab:!.!y for any and all claims. i
logses, damages, or mJuues resuling frum (he use or iandling of this produet, wheiher of not sueh iablity is based in the couleac!, '
negligence, suict kabifly in 1ant af otherwise, shall he timiled, a! Ine manufaciurer's oplion, fa replaceient of, or the repaynien! of le |
purchase price for, fhe quantily of praduct with respeci fo wh!ch damages are claimed. In no cven shal manufacturer or sehief ke istle for
Special, indirect or consequential daniages resulting frem Ihe use crhandling of tisproduet _ |
EPA Reg. N* 71355-1 EPRPA Est. N° : 74355-BEL-Q01
BATCH N° : see top / bottom EXPIRY DATE - see top / bottomn
Net contents . see top / bottom
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Scientific & Reguilatory

Consuftants, Inc.

July 30, 2010

Velma Noble, PM 31

Document Processing Desk {AMEND)
Office of Pesticide Programs (7504P)
U.5. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202

SUBIECT: VIROCID
EPA Reg. No. 71355-1

Dear Velma,

481742.00

On behalf of CID LINES NV/SA is an amendment with data for Virocid. This amendment is a PRIA action code AS70
which is assigned a PRIA fee of $3308 and a 4 month review time. A copy of the confirmation of payment via

www.pay.gov is attached.

The purpose of the submission is to:

e  Add new claims for Human Influenza A virus (H1N1) and Swine Influenza A virus {H1IN1). {See Volumes 3-4.)

¢ Add data previously rejected” to support
Mycaplasma gollisepticum?®,

Mycoplasma synaviae,

Bordetella ovium,

Kiebsiello pneumdhnioe,

Qrnithabacterium thinatracheaole,
Solmonello enterica [formerly S. enteritidis),

Saimonello enterica (formerly S. pullorum),

Compylobacter jejuni,

Corynebocterium pseudatuberculosis,

Avibacterium paragellinorurn (formerly H. poragollinarum),
tisterio monacytogenes,

Fusarium dimerum, and

Penciflium expansum

0 0000000000 0o0

Solmonella enterico (formerly S. cholerosuis, serotype typhistis)

* The studies for these organisms were assigned MRID 46049901 and 46049902. Rationala for accepting this data
was provided to Tajah Black prior to filing this submission. Volume 2 of this submission provides justification for

accepting this data.
% Strain designates (e.g. ATCC} are provided on enclosed data matrix,

P.O. Box 1014
Columbia City, IN 46725 's.wnm.srcconlsultants.com

Phone: 260-244-6270

Fax: 260-26%?273



*Inert ingredient information may be entitled to confidential treatment*
*Product ingredient source information may be entitled to confidential treatment*

s Upgraded the
o first aid statements, to comply with PR Notice 2001-1,
o precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are 5 copies of labeling with the changes and deletions reflected. An electronic label named “071355-
00001.2010728.Amend.pdf” is attached which incorporates all thanges in proper electronic label format,

The CSF has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.

B s o under the ownership of requiring a change in the EPA registered
active number from - to - In addition, the listed in Column 13 was corrected to reflect the

total product weight as 100%6 by weight. This replaces the CSF dated 06/10/98.

Please contact me at {260Q) 244-6270 or shayes@srcconsultants.com if you have any questions regarding this
submission.

Sincerely,

Do

Sally Hayes
Agent, CID LINES NV/SA

cc: A. Francois, CID LINES
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1.

S.
48174201

6.
48174202

7.
48174203

VIROCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
Name and address of submitter;
Scientific & Regulatory Consultants, Inc.
PC Box 1014
Columbia City, IN 46725

AGENT FOR:

CID LINES NV/SA
Waterpoortstraat 2

B 8300 |IEPER BELGIUM

Regulatory action in support of which this package js submitted:
AMENDMENT: PRIA Code A570, PRIA fee 53308

Transmittal date:
July 30, 2010

Vol. 1 Administrative materiais:

A) Cover [etter

8) Copy of Agent Authorization

C} Copy of PRIA Il payment (53308 for AS70 Initial Registration)
D} Application

E) Certification with Respect to Citation of Data

F) Data Matrix

&) Formulator’s Exemption Statement

H) CSF dated 06/10/98

1} 2 copies of revised C5F dated 07/28/10

1} 1 copy of label with changes highlighted and deletions shown
K) 5 copies of label without highlighting or deletions

L} Electronic label 071355-00001.2D100728.Amend.pdf

Vol. 2 Efficacy
A} Efficacy Discussion

Vol. 3 Efficac

A} Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces — Human

influenza A (HIN1) {AD7937)

Vol. 4 Efficacy

A) Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces ~ Swine

influenza A (H1IN1) (AD7938)

Company Official: Sally Hayes

Company Name: Agent for CID LINES NV/SA

Company Contact:

Sally Hayes
Phone: 260-244-6270
E-mail: shayes@srcconsultants.com

Pagelofi
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E. Disinfection of equipment: Immerse all halters, repes, and other types of restraining equipment
used in handling and restraining animals, as well as forks, shovels, and scrapers used for removing
litter and manure in the appropnate disinfection solution® for 10 minutes. Allow to air dry.

F. Fresh disinfection solution should be made daily or if visibly soiled.

Hatcheries:

Remove all animals from the area. Thoroughly clean all surfaces {hatchers, setters, trays, racks, carts,
sexing tables, chick boxes, cages) with soap or detergent, then rinse with water. Saturate all surfaces with
the appropriate disinfection solution® by using a coarse spray, mop, or sponge. Surfaces must remain wet for
10 minutes. Do not house animals or employ equipment until surfaces have been absorbed or dried. Fresh
disinfection solution sheuld must be made daily or if visibly soiled.

Food processing plants {including Chicken Processing Facilities):

Before using this product, all food products and packaging materials must be removed from the room or
carefully protected. Thoroughly clean all surfaces with soap or detergent, then rinse with water. Disinfect
hard, non-porous surfaces by applying the appropriate disinfection solution® with a coarse spray, mop, or
sponge. All surfaces must remain thoroughly wet for 10 minutes, Allow to air dry. A potable water rinse is
required for all surfaces that come into contact with food.

Trucks and other vehicles:
Clean all vehicies including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution® to treat all vehicles. Leave all treated surfaces exposed to disinfectant solution wet for

10 minutes. Allow to aifr dry.

Veterinary hospitals:

For disinfection of the foliowing hard non-porous surfaces: floors, walls, ceilings, counters, cages,
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the
premises. Thoroughly clean all surfaces with soap or detergent, then rinse with water. Saturate surfaces
with the appropriate disinfection solution® by using a coarse spray, mop, or sponge. Surfaces must remain
wet for 10 minutes. Immerse all leashes, muzzles, ropes or other types of equipment used to restrain or
handle animals as well as shovels, scrapers, and forks used to remove manure and litter. Do not house
livestock or employ equipment until surfaces have been absorbed or dried. Thoroughly scrub treated feeding
and watering eguipment with scap or detergent and rinse with potable water before reuse. Fresh disinfection
solution showld must be made daily or if visibly soiled.

Preparation table:

Dilution Preparation Method

1:400 1/3 fluid ounce per gallon of water
1,256 1/2 fluid ounce per gallon of water
1:200 213 fluid ounce per gallon of water

' See organism and preparation table to determine the appropriate disinfection sofution.

Sanitizing hatchery rooms, incubators and hatchers, poultry houses and livestock buildings by
fogging:

A. Hatchery rooms:

Close room ©ff so fog is confined to room to be treated. Prepare a stock solution of one (1} part VIROCID to
four {4) parts water (25 fluid ounce VIRQCID to 100 fluid ounce water). Inseri the nozzle of the fogging
device through a suitable opening in the room. With the setting on maximum output, fog 125 fluid ounces for
each 1000 cubic yard. Do not zllow people to breathe or contact the fog or to enter the room until the fog has
completely settled or exhausted. Normally this is 1-4 hours in this environment.

Note: The generated fog is very irritating to eyes, skin and mucous membranes. Under no circumstances
should a room or building be entered by anyone untit the fog has completely settled, normally 1-4 hours after
the actual fogging. If the building or room must be entered, then the individuals entering the building or room
must wear a self contained respirator approved by NIOSH/MSHA, goggles, long shirt, sleeves, and pants.

Note: Bracketed] Jinformation is optional text. Text saparated by a comma(,)denotes—end/or-cplions. {Bracketed Text}is for
administrative purposes only and will not appear on the printed label,
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B. Incubators and hatchers:
Prepare a stock solution of one {1) part of VIROCID to four {4) parts water. Fog 3 ounces of solution per fer
100 cubic feet of-this Into setters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher
treatments approximately 24 hours before pulling the hatch. Do not allow people to contact or breathe this
fog and do not enter machines until the fog has settled (30-80 minutes after fogging is completed). To do
this, install permanent fogging nozzles in setters and hatchers and use an air compressor to disperse the
sanitizing sclution as a fog.
It is also satisfactory to fog setters and hatchers with a 1:1000 solution of VIROCID. If this is done, fog for
30-80 seconds once per hour or once every two hours,

C. Poultry houses and livestock bulldings:
After the house has been depopulated and cleaned as in 1. A to F under “Disinfection of non-food surfaces,
farm, animal, and poultry housing facilities and equipment”, double check to be sure all people, poultry,
livestock and pets have vacated the building. Close all windows, doors, curtains, etc. making the house as
closed as tight as possible.
Prepare a stock solution of one (1) part VIROCID to four {4) parts water (25 fluid ounce VIROCID to 100 fluid
ounce water). Insert the nozzle of the fogging device through a suitable opening in the room. With the
setting on maximum output, fog 125 fluid ounces for each 1000 cubic yard. Flace the fogger Rselfbmay-be
placed just inside the door of the building to be treated, or insert the nozzle of the fogger may-be-inserded
through a suitable opening in the door or building. The opening must sheuld be just large enough to
accormnmodate the nozzle.
After fogging, the building must shewld be kept closed for twenty-four hours. After twenty-four hours, the-fog
should-have-setled-and open the house san-rew-be-opened and aired—The-house-shauld be opened for a
minimum of twenty-four hours before it is repopulated with poultry or livestock.
Note: The generated fog is very irritating to eyes, skin and mucous membranes. Under no circumstances
should a room or building be entered by anyone until the fog has completed settled, normally 1-4 hours after
the actual fogging. If the building or room must be entered, then the individuals entering the building or recom
must wear a self contained respirator approved by NIOSH/MSHA, goggles, long shirt, sleeves and pants.
If feeders and waterers were not removed from the premise during treatment, or were not adequately
covered to prevent contact with treatment, they must sheuld be washed with detergent and water before use
for poultry or livestock,

Control of algae and slime forming bacteria in recirculating water cooling systems and evaporative
condensers:

A, VIROCID must should be added in the syster directly at a point where uniform mixing and even distribution
will occur. Do and not mixed with any other chemicals or additives.-it-should-be-added

B. Severely fouled systems must sheuald be chemically and/or manually cleaned before adding VIROCID
treatment. If algae/slime growth is absent or minimal, proceed with the initial dose,

C. Initial Dose: 2.5 fluid ounces of VIROCID per 103 gallons of water {50 ppm) in the system. Repeat
treatment until algae/slime growth is controlled.
Maintenance Dose: After algae control is evidentfachieved, apply 1.25 fluid ounces of VIROCID per 100
gallons of water {25 ppm) in the system every 7 days (weekly). Repeat treatment as needed to maintain
algae/fslime control.

STORAGE AND DISPOSAL:

Do not contaminate water, food, or feed by storage and disposal
Storage: Store in a cool, dry place in tightly closed confainer away from children, Avoid temperatures below 23°F
and above 113°F.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray mixiure or
rinsate is a violation of federal law. If these wastes cannot be disposed of by use according to label instructions,
contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste representatives at the nearest
E£PA Regional Office for guidance.

Contalner Disposal: Nonrefillable container. Do not reuse or refill this container. Triple rinse container (or
equivalent) promptly after emptying. {Insert applicable iriple rinse insiruclion for conjainer size befow] Offer for

recycling if available. Friple+inse—Fhen-offerfor recysling-erpunsture-and-dispose-in-a-sanitanscisndfll-Dispess

Note: Bracketed| Jinformation is optional text. Text separated by a comma{,Jdenctes—andfor-options. {Bracketed Text)is for 58
administralive pusposes only and will not appear on the printed label.



July 30, 2010
Page&of 5

{For confainers equal fo or fess than & gaffons)

Triple rinse as follows: Empty the remaining contents into application equipment or @ mix tank and drain for 10
seconds after the flow begins te diip. Fill the container % full with water and recap. Shake for 10 seconds. Pour
rinsate into application equipment or a mix tank or store rinsate for fater use or disposal. Drain for 10 seconds after the
flow begins to drip. Repeat this procedurs twoe more times.

{For confainers greater than & gallons}

Triple rinse as follows: Empty remaining contents into application equipment or a mix tank. Fill the container ¥ ful
with water. Replace and tighten closures. Tip container on its side and roll it back and forth, ensuring at least ocne
complete revolution, for 30 seconds. Stand the conteiner over on its end and tip it back and forth several times. Empty
rinsate into application ecuipment or a mix tank or store rinsate for later use or disposal. Repeat this procedure two
morg times.

PRECAUTIONARY STATEMENTS:

Hazards to humans and domestic animals

DANGER. Corrosive. Causes lreversibie eye damage and skin burns. May be fatal if absorbed through the-skin.
Do not get in eyes, on skin, or on clothing. Wear protective eyewear, protective clothing, and rubber gloves. Harmful
ifinhaled. Avoid breathing vapor. Harmiul if swaflowed. Profonged or frequently repeated skin contact may cause
allergic reaction in some individuals.

Wash thoroughly with scap and water after handlmg and before eating, drinking, chewing gum, f using lcbacco, or
using the toilet. ¢ ] yse—-Remove and wash contaminated clothing

before reuse.

ENVIRONMENTAL HAZARDS:

This pesticide is toxic to fish. Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the reguirements of a National Poliutant Discharge Elimination
Systom (NPDE 8} permit and the permitting authority has been notifisd in writing prior to discharge. Do not discharge
efflusnt containing this product into sewer systems without previously notifying the local sewage treatmont plant
authonty, For guidance contact our State Water Board or Regional Office of the EPA.

LIMITED WARRANTY AND DISCLAIMER:
The manufacturer warants (a) that this product conforms to the chemical description on the label; (b) that this productis a
reasonabte fit for the purposes set forth in the directions for use when it is used in accordance with such directions; and (¢) that the
directions, wamings and other siatements on this label are based upon responsile expert's evaluation of reasonable tests of
effectiveness and of toxicity to leboratory animals. Tests have not been made on all varieties or in all states or under all conditicns.
The manufacturer neither makes nor intends, nor does it autharize any agent or representative to make, any other waranties,
expressed cr implied, and it expressty excludes and disclaims all implied warranties or merchantability and fitness for particular
purpose. This warranty does nct extend to, and the buyer shall be solely responsible for, any and all loss or demage which results
from the use of this product in any manner which is inconsistent with the label directions, warnings or cauticns. Buyer's exclusive
remedy and manufacturer's or seller's exciusive liability for any and all claims, losses, damages, or injuries resulfing from the use or
handling of this product, whether or not such liability is based in the contract, negligence, strict liability in ton of otherwise, shall be
Iimited, &t the manufacturer’s oplion, to replacement of, or the repayment of the purchase price for, the quantity of product with
respect to which damages are claimed. In no event shall manufacturer or seller be liable for special, indirect or consequential
damages resulting from the use or handling of this product.

EPA Reg. No. 71355-1 EPA Est. No. 71355-BEL-001
Batch No: See top/bottom
Expiry Date: See top/bottom
Net Contents: See top/botiom

{net contents wiff appear on front panel; registralion numbers, batch no. and expiry date may appear on any panet]

Produced by :
CID LINES NV/SA
Waterpoonétﬁij 2 —Ev 3 8300 IEPER
BEL -EURGPE
INNOVA(IVE HYGIENE SOlUrlONS Phone : 011 32 57 217877
Fax:011 32 57 217879
wyrw. cidlines.com - info@cidlines.com

o~ —

Note: Bracketed| Jinformation is optional text. Text separated by a comma(,}denotes~and/or-options. {Bracketed Textis for
administrative purposes only and will not appear on the printed label.
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Active Ingredlents :
ALKYL® DIMETHYL BENZYL AMMONIIM CHLORIDE *(50% C14;40% C12:10% C18), 17 060 %.{by Wt

DIDECYL DIMETHYL AMMONIUM CHLDRIDE * L800% .
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FINEYES [ e Hold eyelids open and rinse slowly and gently with water for 15-20 minutes,
I « Remove contact lenses, ff present, after the first 5 minutes, then continue rinsing eyes.

_* Call a poison control center or doctor for treatment advice.

JF ONSKINOR 1« Take off contaminated clothing.

CLOTHING Rinse skin immediately with plenty of water for t5-20 minutes.

Call a poison control center or doctor for treatment advice.

Call a polson control center or doctor immediately for treatment advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiu’ng unless told to do so by the poison control center or doctor,

|

..i-.-.'.’

[ S

|
WALLO D“g'
]

i

|
+

f

I

HALED Move [ person \ to fresh air. i
if person is not breathing, call 911 or an ambulance, then give artificial respiration, |
i
i

preferably mouth- to- mouth, if possible.

APPLICATION: —
Disinfection of noa-food surfaces, farm, animal, and potltry housing facilities and equlpment ;

1. Farm Eguipment end arimal housing bulldings (poullry & turkey grow-out houses, laying houses, swine

production and housing, barng and large animal buttdings)

2. Halchers, Selters, and chick processing facilities

3. Food processing plants (staughierhouses)

4. Trucks and other vehicles

5. Vetlernary hosprials,
Sanitizing hatchery rooms, incubators and hatchers, poultry houses and livestock buitdings by fogging.
Control of atgae and slime forming bacteria in recirculating water cooling systems and evaporative
copdensers.

DIRECTIONS FOR USE :

fTis a violation of lederal law to use this product IR @ manner inconsisient with 1is labelng.

Disinfection of non-focd surfaces, farm, animal, and peotiltry housing facitities and eqiioment ;

1. Farm equipment and aninal bousing buildings (pouitry & turkey grow-cut houses, laying houses,
swine production and housing, barns and large animal buildingsj :

For disinfection of hard, non-porous sutfaces : stainless, galvanized and painted stee!, copper, aluminum,
finished wood, vinyl, plastics, glazed tiles. sealed brick walls, aluminium sandwich panels and feeding/drinking
equipment :

A, Remove all animals and feed from premises, vehicles and enclosures, Remove all litter and manure from
floors, walls and surfaces of barns, pens, stalls, chutes, and other facilities and fixtu/es occupied or
traversed by animals. Empty all troughs, racks, and other feeding and watering applances.

8. Thoroughly clean all surfaces with soap or detergent and rinse with water. Saturate all surfaces with the
appropriate disinfection solution by using a coarse spray, mop, or sponge. Surfaces must remain wet for 10
minutes.

C. Ventilate buildings and other closed spaces. Do not house animals or employ equipment until treatment has
been absorbed or dried.

" see table top of label o determine the appropriate disinfection solution

APR 7 006
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D. Thoroughly scrub treated feed racks, froughs, and other feeding and water appliances with scap or
detergent and nnse with potable water before reuse.

E. Disinfection of equipment: Immerse afl halters, ropes, and other types of restraining equipment used in
handling and restraining animals, as well as forks, shovels, and scrapers used for removing litter and
manure in the approprate disinfection solution® for 10 minutes. Allow to air dry.

F. Fresh disinfestion salution should be made daily.

2. Hatcheries :

Remove all animals from the area. Thoroughly clean al! surfaces {hatchers, setters, trays, racks, ¢cans, sexing
tables, chick boxes, cages} with scap or detergent, then ringe with water. Saturate all surfaces with the
appropriate disinfection solution* by using a coarse spray, mop, or sponge. Surfacas must remain wet for 10
minutes. Do not house animals or empley equipment until surfaces have been absorbed or dried. Fresh
disinfection solution should bs made daily or if visibly soiled.

3. Food processing plants (incfuding Chicken Processing Facilities) :

Before using this product, all foed products and packaging materials must be removed from the rocom or carefully
protected. Thoroughly ¢lean all surfaces with soap or detergent, then rinse with water. Disinfect hard, non-
porous surfaces by applying the appropriate disinfection solution* with a coarse spray, mop, or sponge. All
surfaces must remain thoroughly wet for 10 minutes. Allow to air dry. A potable water rinse is required for all
surfaces that come into contact with food.

4. Trucks and other vehicies :

Clean al} vehicles including mats, crates, cabs, and wheels with high pressure water. Use the appropriate
disinfection solution® to treat all vehicles. Loave all treated surfaces exposed to disinfectant solution wet for 1C
minutes. Allow to air dry.

5. Veterinary hospltals :

For disinfection of the following hard ncn-porous surfaces : fioors, walls, ceilings, counters, cages.
feeding/drinking equipment, and handling/restraining equipment. Remove animals and feed from the premises.
Thioroughly clean all sufaces with soap or detergent, then rinse with water, Saturate surfaces with the
appropriate disinfection solution® by using a coarse spray, map, or sponge. Surfaces must remain wet for 10
minutes. !mmerse al! leashes, muzzles, ropes or other types of equipment used to restrain or handle animals as
well as shovels, scrapers, and forks used to remove manure and litter. Do not house livestock or employ
equipment unti! surfaces have been absorbed or dried. Thoroughly scrub treated feeding and watering
equipment with scap or detergent and rinse with potable water before reuse. Fresh disinfection solution should
be made daily or if visibly soiled.

Preparation table :

dilution | Preparation meihod 1
11000 |
1:400 ¥4 fiuid ounce per ga!lo“n of water i APR 7 2335
1:266 | % fiuid ounce per gallon of water |
$1:200 % fluid ounce per gallcn of water |
71355

Sanitizing hatchery rooms, incubators and hatchers, pouliry houses and livestock buildings by fogaing
A. Hatchery rooms :

Close room off so fog is confined to room to be treated. Prepare a stock solution of one (1) part
VIROCID to four {4) parts water (25 fluid ounce VIRQC!D to 100 fluid ounce water). Insert the nozzle of
the fogging device through a suitable opening in the room. With the setting on maximum cutput, fog 125
fluid ounces for each 1000 cubic yard. Do not allow people to breathe or ¢ontact the fog or to enterthe
room unti} the fog has completely setlied or axhausted. Nermally this is 1-4 hours in this environmaent.
Note : The generated fog is very inritating tc eyes, skin and mucous membranes. Under no
circumstances should a room or building be entered by anyone until the fog has completely settled,
normally 1-4 hours after the actual fogging. f the building or room must be entered, then the individuals
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entering the building or room must wear a self contained respirator approved by NIOSH/MSHA, goggles,
long shirt, sleeves and pants.

Incubators and hatchers ;

Prepare a stock solution of one { t) part VIROCID to four (4) parts water. Fog 3 ounces for 100 cubic
feet of this into sefters and hatchers immediately after transfer. Repeat daily. Discontinue hatcher
treatments approximately 24 hours before pulling the hatch. Do not allow pecple to contact or breathe
this.fog and do not enter machines until the fog has settled {30-60 minutes after fagging is completed)
To do this, install permanent fogging nozzles in setters and hatchers and USe an air COmpressor to
disperse the sanitzing solution as a fog.

It is also satisfactory to fog setters and hatchers with a 1:1000 solution of VIROCID. if this is done, fog
for 30-80 seconds once per hour 0or once every two hours.

Poultty houses and livestock buildings :

‘ After the house has been depopulated and cleaned as in 1. Ato F under "Disinfection of non-food

surfaces, farm, animal, and poultry housing faciliies and equipment’, double check to be sure all people,
poutltry, livesiock and pets have vacated the building. Close all windows, doors, curtains, etc. making the
house as closed as tight as possible. Prepare a stock solution of one (1) part VIROCID to four (4) parts
water{25 fluid ounce VIROCID to 100 fluid ounce water). Insert the nozzle of the fegging device through
a suitable opening in the room. With the selting on maximum output, fog 125 fluid ounces for each 1000
cubic yard. The fogger itself may be placed just inside the door of the building to be treated, or the
nozzle of the fogger may be inserted through a suitable opening in the door or building. The opening
should be just large enough to accommodate the nozzle. After fogging, the building should be kept
closed for twenty-four hours. After twenty-four hours, the fog should have setiled ard the house can now
be opened and aired. The house should be opened for a minimum of twenty-four hours before it is
repopulated with poultry or livestock.

Note : The generated fog is vefy irritating to eyes, skin and mucous membranes. tUnder no
circumstances should a room or building be entered by anyone unti the fog has completely setfied,
normally 1-4 hours after the acjua! fogging. If the building or room must be entered., then the individuals
entering the building or room must wear a self contained respirator approved by NIOSH/MSHA, goggles,
long shin, sleeves and pants. If feeders and waterers were not removed from the premise during
treatment, or were not adequately covered to prevent contact with treatment, they should be washed
with detergent and water before use for poultry or livestock.

. Coatrol of algas and slime forming bacteria In recirculating water cooling systems and evaporative

condensars
A, VIRQCID should be added in the system direclly and not mixed with any other chemicals or additives . it

8.
C.

should be added at a point where uniform mixing and even distribution will oceur.

Severely fouled systems should be chemicelly and/or manually cleaned before adding VIROCID treatment. If
Algaesslime growth is absent or minimal, praceed with the initial dose.

Inltial Dose 2.5 fluid ounces of VIROCID per 100 gallons of water (50ppm) in the system, Repeat
treatment until algae/slime growth is controlled. Malntenance Dose : After algae control is
evident/achieved, apply 1.25 fluid ounces of VIRCCID per 100 gallons of water (25ppm) in the system every
7 days (weekly). Repeat treatment a2s needed to maintain algae/slime controf.

U355
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STORAGE AND DISPOSAL : o . e
Do not contaminate water, food, or feed by storage and disposal

Storage : Store in @ cool, dry place in tightly closed container away from children. Avoid temperatures below
23°F and above 113°F.

Disposa! of pesticide : Pesticide wastes are acutely hazardous. Improper disposal of excess pesticids, spray
mixture or rinsate is a violation of federa! Law. If these wastes cannot be disposed of by use according to label
ingtructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste
representatives at the nearest EPA Regional Office for guidance.

Disposal of container ; Triple rinse. Then offer for recycling or puncture and dispose in a sanitary

landfill, Disposal by incingration, or if aflowed by state and local autharities, by buming. If bumed, stay out of

smoke.

ENVIRONMENTAL HAZARDS :

Thig pesticide is toxic to fish. Do net discharge effluent containing this product into lakes, streams, ponds,
estuanes, oceans or other waters unless in accordance with the requirements of a National Poltutant Discharge
Elimination System (NPDES) permit and the permitting authority has been notified in writing prigr to discharge.
Do not discharge effluent containing this praduct into sewer systems without previously notifying the local
sewage treatment plant authority. for guidance contact your State Water Board or Reglonal Office of the EPA.

PRECAUTIONARY STATEMENTS

Hazard to humans and domestic animals
DANGER. Corrosive, Causes irreversible eye damage and skin burns. May be fatal if absorbed through the skin.

Do not get in eyes, on skin, or on clothing, Wear protective eyewear, protective clothing, and rubber gloves.
Harmful if inhaled. Avoid breathing vapor. Harmful if swallowed. Prolonged or frequently repeated skin contact
may cause allergic reaction in some ingividuals.

Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using tobacco.
Remove contaminated clothing and wash before reuse.

T T T T T T T T LUMITED WARRARTY ANO DISCLABER : T
iTne manufaciurer warrants (8) thal this prodiset conforms 16 the chemical description on the jebed ; {0 that this preduc! is a reasonabie i fer !
the purposes a1 forth in tha directions {or use when it is utied in accordance wilh such directions ; and {¢) that the directions, warnings and  {

;

!oﬁwr statements on this iabel are based upon respensible expart's evaluation of reazonable tests of effectvensss and of foxicity o
ilatcsatory anmais. Tests have nol been made on ait vanetes of in ait siates or under ail conditions. The manufasturer neither makes nor ;
iintends, nor does it autherize any agent or representative 10 make, any other wamanties, expressed of impiied, and | exoressly exciudes and’
!disdaims aft imptied warranties or merchantabiliy and fiiness for particutar purpese. This warranty does nct axiend to, and the buyer shait be.]
|solely responsibie for, any and ail loss or damage which rosults from the use of this preduct in any mannes wiich is inconsistent with the
ilahet directions, vaarrings or caufions. Buyer's exciusive remedy and manufacturer's or seller's exclusive Fabiiity tor any ard ali claims, i
ilusses, damages, or injuries resulting from the use or higndling of this product, whether or ot such liabilily is based in the contract, J
f
1

fnegiigenae. sirictfiabifity i lont of otrervise, shaji be iimited, at the menufactures’s option, 10 repldcement of, or the repaynient of the
ipurchase price for, the quantily of proguct with respect to which damages are ciaimed. In no event shalt manufacturer or selier be fiable for

{3pecial, Indireat of canseguentiatdamages resuking from the yse orhanding of thisproduct

EPA Reg. N*: 71355-1 EPA Est. N®: 71355-BEL-001
BATCH N°: see top/ boltom EXPIRY DATE : see top / bottom
Net contents ; see top / bottom
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Produced by :
CI1D LINES NVISA ~ Waterpoortstraat 2 - B 8900 IEPER - BELGIUM - EUROPE
Phone: 011-32-57-217877 - Fax; 011-32-57-217879
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'+ Decision #: 438047
DATA PACKAGE BEAN SHEET DP #: (381154}

Date: 16-Aug-2010 PRIA
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Submission #: 879635
** * Registration Information * * * ubmission

Registration: 71355-1 - VIROCID
Company: 71355 - CID LINES N.V.

Risk Manager. RM 31 - Velma Noble - (703) 308-6233 Roon# PY1 §-8855

Risk Manager Reviewer. Cletis Mixon CMIXON
Sent Date: Calculated Due Date: 23-Dec-2010 . Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (A570) AMENDMENT,NON-FAST TRACK;

Ingredients: See page 3

*** Data Package Information * * *
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Attt e

DP Ingredient. See page 3

DF Title:
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Reviewer Name: fb Ya (4 vyl A RN Sub Data Package Due Date: // g/;—;/z 4

Contractor Name:

** ¥ Studies Sent for Review * * *
Prirted on Page 2

*** Additional Data Package for this Decision * **

Can be printed on its own page

*** Pata Package Instructions * * *

Tetah -efficacy - Registrant has submitted efficacy data fo be reviewed. MRID#s, 48174201, 48174202, 48174203,
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*** Studles Sent for Review * * *

DP#: (381154} Decision#: (438047)

48174203 Gutzmann, K. (2010) Virucidai Efficacy of a Disinfeciant for Use  81C.2100/Products for use on hard
on [nanimale Environmental Surfaces: Swine Influenza A (H1N1) surfaces-basic efficacy data
Virus: Virocide: Final Repost. Project Number: A07938, requiremems
SRC46042909/SF1.U. Unpublished sjudy prepared by ATS Labs.
27p.°

48174202 Gulzmann, K. (2009) Virucidal Efficacy of a Disinfectant for Use  810.2100/Products for use on hard
on Inanimate Environmental Surfzces: Virocid: Human Influenza  surfaces-basic efficacy dala
A (H1N1) Virus: Final Report. Project Number: AG7837, requirements
SRC46043009/FLUA. Unpubiished study prepared by ATS Labs.
29 p.

48174201 Jones, R. (2010) Virocid: Efficacy Discussion: (M. gallisepticum,  810.2100/Products for use on hard
M. synoviae, B. avium, K, pneumeniae, O, rhinotracheaie, S. surfaces-basic efficacy dala
enterica, S. puliorum, C. jejuni, C. pseudotubercuicsis, H. requiremens

paragallinarum, L. monocytogenes, FF. dimerum and P,
axpansum). Unpublished study prepared by Scientific &
Regulatory Consultants, Inc. 20 p.
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Decision #: 438047
DATA PACKAGE BEAN SHEET DP #: (381154}

Date: 09-Nov-2010 PRIA

Submission #. 879635
* ¥ * Registration Information * * * '

Registration: 71355-1 - VIROCID
Company: 71355 - CID LINES N.V.
Rigk Manager: RM 31 - Velma Noble - (703} 208-6233 Room# PY1 S-8855

Risk Manager Reviewer: Cletis Mixon CMIXON
Sent Date: Calculated Due Date: 23-Dec-2010 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (A570) AMENDMENT:;NON-FAST TRACK;

Ingredients: See page 3

** * Data Package Information * **

Expedite: () Yes @ No Date Sent: 18-Aug-2010 Due Back:

DPIngredient. See page 3

OP Title:
CSF Included: ) Yes @ No tabel Included: () Yes €@ No Parent OP #:
Assigned To Date In Date Out
Organization: AD / PSB 16-Aug-2010 Last Possible Science Cue Date; 23-Nov-2010
Team Name: EET 16-Aug-20t0 Science Due Date: 29-0¢t-2010
Reviewer Name: Laniyan, Ibrahim 17-Aug-2010 30-Nov-2009 Sub Data Package Due Date: 12-Nov-2010

Contractor Name;

* % * Studies Sent for Review * * *

Printed on Page 2
= ** Additional Data Package for this Decision * **
Can be printed on its own page

*** Data Package instructions * * *
Tajah -efficacy - Registram has submitted efficacy data to be reviewed. MRID#s, 48174201, 48174202, 48174203,
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4817420t  Acceptable

48174202 Acceptable

48174203  Acceptable

Page 2
*** Studies Sent for Review ** *

Jones, R. (2010) Virocid: Efficacy Discussion: (M. gallisepticum,
M. synoviae, B. avium, K. pneumoniae, O. rhinotracheale, S.
enterica, S. pullorum, C, jejuni, C. pseudotuberciilosis, H.
paragallinarum, L. monocytogenes, £. dimerum and P.
expansum}. Unpublished study prepared by Scientific &
Reguiatory Consultants, Inc. 20 p.

Gutzmann, K, (2009} Virucidal Efficacy of a Disinfectant for Use
on Inanimate Environmental Surfaces: Virocid: Human Influenza
A (HIN1) Vitus: Final Report, Project Number: AQ7937,

SRC46043009/FLUA. Unpubjished study prepared by ATS Labs.

29p.

Gutzmann, K. (2010) Virucidal Efficacy of a Disinfectant for Use
on inanimate Envirormental Surfaces: Swine influenza A (HIN1)
Virus: Virocide: Final Report. Project Number; A07938,

SRC46042808/SFLU. Unpublished study prepared by ATS Labs.

27 p.

Decision#: (438047}

2y AR 2 Gk
8t0.2100/Products for use on hard
surfaceg-basic efficacy data
requirements

810.2100/Products for use on hard
surfaces-basic efiicacy data
requirements

810.2100/Products for use on hard
surfaces-basic efficacy data
requirements
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Page 3
‘DP#: (381154) ***Product  Data Package Ingredients ** * | Decisiond#: (438047}

043901 11-30-8 [Glutarakiehyde

Pos10s  podzassr VY dmeyl benzyl ammonium ehiorids (50%C 14, 209G TZ, 10%CT5)
!0691 49 171 73-51-5 [*"Decanaminium, N-decyl-N,N-dimethyl-, chloride

paseot  |111-30-8 Gitiaradenyde(10.7 25%)

Psgms §§42435-1 falkyl* dimethyl benzyt ammonium chloride *(50%C14, 40%C12, 10%C16)(17.06%)

pestae  [173-515

J1-Decanaminium, N-decyl-N,N-dimethyl-, chloride(7.8%)



Print Letter

Enter Mare Informetion

Tracking

precautionsry stetements, and storage & disposal, revise CSF
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48174200

“Scientific & Regulatory

Consulftants, Inc.

July 30, 2010

Velmz Noble, PM 31

Document Processing Desk {AMEND)
Office of Pesticide Programs {7504P)
LS. Environmental Protection Agency
Cne Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

SUBIECT: VIROCID
EPA Reg. No, 71355-1

Dear Velma,

On behalf of CID LINES NV/SA Is an amendment with data for Virocid. This amendment is a PRIA action code AS70
which is assigned a PRIA fee of $3308 and a 4 month review time. A copy of the confirmation of payment via

WWw.pay.gov is attached.

The purpose of the submission is to:

«  Add new claims for Human Influenza A virus (H1N1) and Swine Influenza A virus (H1N1). (See Volumes 3 - 4.)
s Add data previously rejected” to support

Mycaplasma gallisepticum?,

Mycoplasma synaviae,

Bordetellg gvium,

Klebsiella pneumoniae,

Ornithobacterium rhinotracheale,

Salmaonella entericd (formerly 5. enteritidis),

Saimonelfa enterica (farmerly S. cholerasuis, serotype typhisuis)
Saimonella enterica (farmerly S. pultarum),

Campylabacter jefuni,

Corynebacterium pseudotuberculosis,

Avibacterium paragelfinarum {formerly H, paragailinarum),
Listerio monacytagenes,

Fusarium dimerum, and

Pencillium expansum

00 0CO0O0QO0O0CODOCO0OCQOOQO0

! The studies for these arganisms were assigned MRID 46049901 and 46049902, Rationale for accepting this data
was provided to Tajah Black prier to filing this submission. Velume 2 of this submission provides justification for

accepting this data.
% Strain designates (e.g. ATCC) are provided on enclosed data matrix.

PO, BOX 1014 ) Phone: 260-244-6270
Columbia City, IN 46725 Www.srcconisultants,.com Fax: 2602444273



*Inert ingredient information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*

s Upgraded the
o first aid statements, to comply with PR Notice 2001-1,
o precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are 5 copies of labeling with the changes and deletions reflected. An electronic [abel named “071355-
00001.2010728.Amend.pdf" is attached which incorporates all changes in proper electronic label format.

The CSF has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.
I s o under the ownership o requiring a change in the EPA registered
active number from [N o - ' 2ddition, the i listed in Column 13 was corrected to reflect the
total product weight as 100% by weight. This replaces the CSF dated 06/10/98.

Please contact me at (260) 244-6270 or shayes@srcconsultants.com if you have any questions regarding this
submission.

Sincerely,

Dl

Sally Hayes
Agent, CID LINES NV/SA

cc: A. Francois, CID LINES
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1.

5.
48474201

6.
48174202

7.
48174203

VIRCCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
Name and address of submitter:
Scientific & Regulatory Consuitants, Inc.
PC Box 1014
Columbia City, IN 46725

AGENT FOR:

CiD LINES NV/SA
Waterpoortstraat 2

B 8500 'EPER BELGIUM

Regulatory action in support of which this package is submitted:
AMENDMENT: PRIA Code AS70, PRIA fee 53308

Transmittai date:
July 30, 2010

Vol. 1 Administrative materiais:

A} Cover letter

B) Copy of Agent Authorization

C} Copy of PRIA payment (53308 for A570 Initiai Registration)
D} Appiication

E} Certification with Respect to Citation of Data

F} Data Matrix

G} Formulator's Exemption Statement

H)} CSF dated 06/10/98

i} 2 copies of revised CSF dated 07/28/10

J} 1 copy of label with changes highlighted and deletions shown
K} S copies of label without highiighting or deietions

L) Electronic label 071355-00001.20100728.Amend .pdf

Vol. 2 Efficacy
A) Efficacy Discussion

Voi. 3 Effica

A} Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmentai Surfaces — Human

Influenza A (H1N1) (AD7937)

Vol, 4 Efficacy

A) Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on fnanimate Environmentaf Surfaces — Swine

infivenza A (H1IN1} (A07938)

Company Official: Saliy Hayes

Company Name: Agent for CID LINES NV/SA

Company Contact:

Saily Hayes
Phone: 260-244-6270
E-mail: shayes @srcconsultants.com

Page 1 of 1
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| Content Screen;-_Recommended to ST

86-5 Review: Passed/Failed/NA




PRIA 2 - 21 Day Content Screen Review Worksheet

{(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: K -2-~70 /
Experts In-Processing Signature: 7,5 fhsnnwmwgres  Date & ~4%~/0  Fee Paid: Yes V/
Division management contacted on 1ssues  No Yes Date
EPA Reg. Number: 7/ 2 &~ - 7 EPA Receipt Date: $-2-70
Items for Review Yes | No | N/A*
1 Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type )(
Confidential Statement of Formula all boxes completed, form signed, and _><
, dated (EPA Form 8570-4) (Link to form) P
a) All inerts (link to http:/www.epa.gov/opprd001/inerts/), yes no
including fragrances, approved for the proposed uses {see ><
Footnote A)
3 Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack) >
Certificate and data matrix consistent > ’ \
If applicant is relying on data that are compensable, is the offer yes | no
to pay statement included. (see Footnote B)
If applicable, is there a letter of Authorization for exclusive use only.
Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the >§'
technical)
Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100%
repack)
5 yes | no
a) Selective Method (Fee category experts use) X
b) Cite-All (Fee category experts use)
¢) Applicant owns all data (Fee category experts use)
5 Copies of Label (link to http://www.epa.gov/oppfeadl/labeling/lrm/) \
6 | (Electronic labels on CD are encouraged and guidance is available){ link to ><
hitp://www.epa.gov/pesticides/regulating/registering/submissions/index.htmi#flabels
)
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

http:/wwww.epa.govipesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk,html)

X[

10

Required Data (link to
htip://www.epa.gov/pesticides/regulating/data reguirements.htm) and/or
data waivers, See Footnote C.

a} List study (or studies) not included with application
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Comments:

X LA“ iu.q/’\@, [\mwfcg &( NV EDC‘)CD b Q-

Fooodll e slodos ,&w[bsrwlﬁl.oj olewg cocltc “m
Sudywaasstow.  hax T ’

\&
;}\/ e Yy 192

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs wiil be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information. forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below,

To successfully compiete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [link to hitp://www.epa.gov/opprd001/inerts/lists. html] and u’;;he inert is not

approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch(@epa.sov and resolve the issue. Copies of the
correspondence with ITAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
nert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
http://www.epa.gov/oppbppdl/biopesticides/contacts _bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd00 l/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for nstance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option 1s selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% or the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313}, it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved nert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options;

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5



SO St UNITED STATES ENVIRONMENTAL PROTECT 4 AGENCY

WASHINGTON, D.C. 20460

2 prot®

*‘“GHM&:} .
Agenct

%
N3

August 4, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-438047

EPA File Symbol or Registration Number: 71355-1
Product Name: VIROCID

EPA Receipt Date: 02-Aug-2010

EPA Company Number: 71355

Company Name: CID LINES N.V.

SCIENTIFIC & REGULATORY CONSULTANT'S INC.

CID LINES N.V,

PO Box 1014

COLUMBIA CITY, IN 46725-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of

payment. If you submitted data with this application, the results of the PRN-86-5 screen will be

communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: A570

AMENDMENT;NON-FAST TRACK;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Sincerely,
P orsqa C S
Front End Processing Staff

Information Technology & Resources Management Division
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K

[Fee for Servicel 1879635J~

This package includes the following for Division
©New Registration ©®AD
O
© Amendment BPPD
¢ RD
“Studjes?  UFee Waiver?
v , Risk Mgr. | 31
Yvolpay 9% Reduction:
Receipt No. S-| 879635
EPA File Symbol/Reg. No. 71355-1
Pin-Punch Date: 8/2/2010

L

1 Thisitemis NOT subject to FFS action.

Action Code:
Requested: | 457D

Granted: ]ﬁ}§7@
Amount Due: $ % 528”

Parent/Child Decisions:

—L«w@mgi_ M Jocpsio |

Inert Cleared for Intended Use  “

Reviewer: % g

Uncleared Inert in Product

Date: ﬁ

Remarks:
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'ISB’S Front-end PRIA Completeness Screen

Draft 3¢ 10/25/07

EPA Rcocxpt Dan, AUG 22018 EPA Reg. Number:

Check L1$t Ttem

Has the PRIA Fee been Paid is a copy of the check or
de gov receipt included in thb Submission Package?

18 an App!ication Form (EPA Fortn 85‘70-!) !ncluded inthe |
2 | Submission Package, is it completely filled out and signed
including package type?

Is 4 Confidential Statement of Formula (EPA Form 8570-
3 | 29) Included in the Submission Package, is it completely
filled out and signed (boxes 1-21)?

Is a Formulater’s Exemption Statement (EPA Form 8570-

41 27) Included in the Submission Package?

; is a Certification with Respect to Citation of Data (EPA
“ 4 Fonm 8570-34) Included in the Subimission Package?

. | s a Data Matrix (EPA Form 8570-35) Included in the

Submission Package?

7 | Is a Label Included in the Submission Package? co

Are Data included in the Submission Package?

! '_!'; t}zc Submlssmn an Amendmcnt"




*Commercial/financial information may be entitled to confidential treatment*

By orderat J Opdrachigaver | Dornaey d'ordre / Auftraggebes [-
DETAILS OF PAYMENT :
N¢ CID LINES VIROCID PRIA AMENDM. PREPAYMENT

HWATERPOORTSTRAAT 2
8900 IEPER

{0, 00
BY ORDER OF OUR OFFICE IN GAND

u.s-p0ttar P

krkrxrkxxxF, I08,00+%

WATERPOORTSTRAAT 2

- 8900 TEPER
¢ Pluase find beteaith a cheque issueg 1o your owfek. Tae paesend counterfoil may be loso ol delove presentation lex ~
= | Peymen). Yours truly - Hoegachtend - Salutations - Hochachtungsvol!
T | U vndt, inbiibige, con 320 wny ovGer chogie, De ondertusvize Jakan mag algescheurd worden alvorens U
| sarheque o ng aanhiedt, .
2! Veullez rauver en chique s & rdie Lo piésen) Walon peul éhe détaché avanl Oe présente: le cégue I NG
= | posz le palesment,
Alsanlage Engen Sleelien an Rve Ocoer iften Schack. Dar vorlieende Abschnin kann aby werden, hevar
. Sieden Sheck zur Einkisuag vomcigen,

C 095792

Hermans Ludo.

Fag-sIile digaiiie M Farimite h igen J Signalirds .

oo
W u



Consuftants, Inc,

July 3¢, 2010

Velma Noble, P 31

Document Processing Desk {AMEND)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202

SUBJECT: VIROCID
EPA Reg. No. 71355-1

Dear Velma,

On behalf of CID LINES NV/SA is an amendment with data for Virocid. This amendment is a PRIA action code AS70
which is assigned a PRIA fee of $330B and a 4 month review time. A copy of the confirmation of payment via

www.pay.gov is attached.

The purpose of the submission is to:

= Add new claims for Human Influenza A virus (HIN1) and Swine Influenza A virus {HIN1). (See Volumes 3 - 4.)

+  Add data previously rejected’ to support
Mycoplasma gajlisepticum’,

Mycaplosma synoviae,

Bordetelia avium,

Klebsiella pneumonioe,

Ornithobacterium rhinotracheale,
Soimonella enterica (formerly S. enteritidis),

00 000 000000000

Saimenella enterica {formerly S. cholerasuis, serotype typhisuis)
Salmonelia enterica {formerly S. pultorum),

Campyiobacter jejuni,

Corynebacterium pseudotuberculosis, e R
Avibacterium paragelflinorum {formerly H. paragallinorum), Tt S
Listeria monacytogenes, L
Fusarium dimerum, and

Pencillium expansum

! The studies for these organisms were assigned MRID 46049901 and 46049902, Rationale for accepting this data
was provided to Tajah Black prior to filing this submission. Volume 2 of this submission provides justification for

accepting this data.

* Strain designates {e.g. ATCC} are provided on enclosed data matrix.

P.O. Box 1014
Columbia City, IN 46725 WWw.srcconsultants.com

Phone: 260-244-6270

Fax: 260-24%6473



*Inert ingredient information may be entitled to confidential treatment*

*Product ingredient source information may be entitled'z‘to confidential treatment*

* Upgraded the
o firstaid statements, to comply with PR Notice 2001-1,
¢ precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are 5 copies of labeling with the changes and deletions reflected. An electronic label named "071355-
(0001.2010728.Amend.pdf” is attached which incorporates all changes in proper electronic label format.

The CSF has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.

is now under the ownership of ||| rccviring 2 change in the EPA registered
active number from ||| to I » acdition, the i} isted in Column 13 was corrected to reflect the
total product welght as 100% by weight. This replaces the CSF dated 06/10/98.

Please contact me at (260} 244-6270 or shayes@srcconsultants.com if you have any gquestions regarding this
submission.

Sincerely,

Sally Hayes
Agent, CID LINES NV/SA

cc: A, Francois, CID LINES

UL L
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*Product ingredient source information may be entitled to confidential treatment*

Form Apper 4. OMB No. 2070-0060. Approvst Expires 5-31-98.

o~ | ‘ United States
- | Environmental Protection Agency
A\ Y 4 EPA Washington, OC 20450
Formulator's Exemption Statement
: {40 CFR 152.85)
Applicent’s Name and Address EPA Filo Symbot/Ragistretion Number
71355-t
CID LINES NV/SA
Waterpooristraat 2 Product Name
B 8900 IEPER BELGIUM VIROCID
Date of Confidentisl Statemeant of Formuia (EPA Form 8570-4}
July 30, 2010

As an authorized representative of the applicant for registration of the product identified above, | certify that:

{1} This product contains the following active ingredient{s}:

ALKYL *"DIMETHYL BENZYL AMMONIUM CHLORIDE *{56% C14; 40% C12; 10% C16)
DIDECYL DIMETHYL AMMONIUM CHLORIDE
GLUTARALDEHYDE

{2) Of these, each active ingredient listed in paragraph {4} is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient
which is registered under FIFRA Section 3, is purchased by us from another producer, and is abeled for at least
each use for which my product is proposed to be labeled.

{3) Indicate by checking (A) or (B) below which paragraph applies:

{A) An accurate Confidential Statement of Formula (£FPA FORM 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph {1}.

OR

L_] {B) The Confidential Statement of Formuia JCSF} {(EPA Form B570-4} referenced above and on file with the EPA is

complets, current, and accurate and contains the information required on the current CSF.

{4) The following active ingredients in this product qualify for the formulator’'s exemption.

Source

Active ingradient Product Name Registration Number

ALKYL "DIMETHYL BENZYL AMMONIUM
CHLORIDE *{50% C1i4; 40% C12; 10% C16)

DIRECYL DIMETHYL AMMONIUM CHLORIDE

GLUTARALDEHYDE

Name and Title Date
Sally Hayes, Agend for CID LINES NV/SA I July 30, 2010

Whito - EPA cop
Yaiiow « Applic

'IPO: 1905-3856-820/20413

Y



— Form Approved OMB No. 2070-0060
= UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Km? 401 M Street, S.W.
e WASHINGTON, D.C. 20460

and 0.25 hours per response for reregislralion and special review activities, including lime for reading the instruclions and completing the necessary forms. Send
comments regarding burden estimale or any other aspect of this collection of information, including suggestions for reducing the burden 7 Direclor, OPPE
I Informalion Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, 8.W ., Washington, DC 20460,

Do not send the completed form to this address.

Paperwork Reduclion Act Notice: The public reporiing burden for this collection of information is estimated (o average 1.25 hours per response for registralion "

retrare

Certification with Respect to Citation of Data
l Applicant's/Regisiranl's Name, Address, and Telephone Number EPA Regisiration Numbert/File Symbol
Cid Lines nv/sa, Walerpoortsiraal 2- B8200 Ieper, Beigium 71355-1
Active Ingredienl(s) andfor represenlative tesl compound(s} Date
Alkyl* dimetliylbenzyl ammeonium chioride; Didecyl dimethyl anymonium chioride; Glutaraldehy| July 30, 2010
General Use Pallern(s} (st all those claimed for this product using 40 CFR Part 158} Product Name
Poullry and farm settings VIRQCID

.

ROTE: If your praduct is a 100% repackaging of another purchased EPA-regisiered product labeled for all the same uses on your labg!, you do not need lo
submit this form. You must submil the Formulators Exemption Statement (EPA Form B570-27),

| am responding io a Data-Call-In Nolice, and have included with this form a list of companies sent offers of compensation (the Dala Matrix form should
i D be used for this purpose).

SECTIDN i: METHOD DF DATA SUPPORT (Check one method only)
I am using the cite-all method of support, and have included with this form I am using the selective method of support (or cite-all oplion
D a lisl of companies sent offers of compensalion (lhe Dala Maldix form under (he selective method), and have included with this form a
should be used for Lhis purpoge). completed lisl of dala requirements {lhe Data Mairix form musl be
used).
" SECTION II: GENERAL DFFER TO PAY
|Required if using Lhe cile-all method. or when using the cite-all oplion under the seleclive melhod to satisfy one or more data requirements]
i D ! hereby offer and agree {o pay compensation, Lo olher persons, wilh regard 1o the approval of this applicalion, 1o the extenl required by FIFRA.
SECTIDN ill: CERTIFIGATION
| certify thal this applicalion for regisiration, this form for reregisiration, or this Data-Call-In response is supporled by all data submitled or ciled in the
application for registration, the form for reregisiration, or the Dala-Call-In response. In addition, i the cile-all oplion or cite-all option under the selective method is
indicated in Seciion 1, this application is supporied by all dala in the Agency's files that { 1) concemn the properties or effects of this product or an idenlical or
substantially simitar product, or one or more of the ingredienis in this product; and (2} is a type of data thai would be required io be submiiled under the data
requirements in effect on the date of approval of this applicalion if the application sought the initial registralion of a product of identical or similar composition and
uses.
| certify Lhal for each exclusive use sludy cited in support of this registralion or reregistration, that | am the original data submilier or {hal | have

)] oblained the written permission of the original data submitter 1o cile that study.

| certify thal for each study cited in support of this regisiration or reregisiration that is nol an exclusive use study, eilher: {a) | am the original dala
submitter; {b} | have oblained the penmission of the original data submitter to use Lhe study in supporl of this application; (¢} all periods of eligibility 2fcpr
compensalion have expired for the study; {d) the study isin (he public lilerature; or (€} | have notified in wriling the company that submilted the sivdy and have
” offered (i} to pay compensation to the extenl required by sections 3{c){1){F) andfor 3(c}2)}{B) of FIFRA; and (i} to commence negaliations to deteriming the
amount and terms of compensation, if any, lo be paid for the use of the study. rE oy

s 3ot ,'- S * Ls & N #

| certify thal in all insiances where an offer of compensation is required, copies of all offers to pay compensalion Jnd e\ndﬁnce of their delivery in
accordance wilh sections 3{c){1){(F) andfor 3{c}{2)(B) of FIFRA are available and will he submiited o the Agency upon r&quesl Shetild ! fail to produce such
#l evidence to the Agency upon request, | understand (hat the Agency may initiate action to deny, cance! or suspend the regisiralion of my product in conformity
with FIFRA. .

i =
El

| certify that the statements | have made on this form and all attachments to it are trug, accurate, and complate: | acknmv!eége that any
! knowingly false or misieading statement may be punishable by fine or imprisenment or both under applicable law, . N

PFox :
Date Typed or Prirded Name and Titiz o

July 30, 2010 Sally Hayes, Agent for CID LINES AVISA

EPA Form 8570-34 (3-97) Elecironic and Paper versions available. Submit only Paper version.



Form Approved OMB No. 2070-0060

s UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
) 401 M Street, S.W,
e WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (237}, U.S. Environmental Protection Agency, 40t M Street, S.W.,,
Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date  July 30, 2010 EPA Reg No./File Symbol 71355-1 Page 10of 8
X Applicant's/Registrant’'s Name & Address Product
21D LINES NV/SA VIROCID
Waterpoorsiraat 2, 8900 IEPER, BELGIUM
ingredient Alkyl™ dimethylbenzyl ammonium chloride (80% Cyq, 40% Ci2, 10% Cig); Didecyt dimethyl ammonium chlordde; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS 830.1550 Product Identity and Composition 44502201 CID LINES NV/SA
OPPTS 830.1600 Description of Materials Used to Produce the Product 44502201 CiD LINES NV/SA
OPPTS 830,1620 Description of Production Process 44502201 CID LINES NV/SA
OPPTS B30.1650 Description of Formulation Process 44502201 CID LINES NV/SA
OPPTS 830.1670 Discussion of Formation of Impurities 44502204 CID LINES NV/SA
OPPTS 830.1700 Preliminary Analysis N/A CID LINES NV/SA !
OPPTS 830.1750 Certified Limits 44502201 CID LINES NV/SA
______ OPPTS 830.1800 Enfercement Analytical Method 44502201 CID LINES NV/SA
JPPTS 830.6302 Color See file jacket | CID LINES NV/SA
OPPTS 830.6303 Physical State See file facket | CiD LINES NV/SA
OPPTS 830.6304 Odor See file jacket | CID LINES NV/SA
OPPTS 830.6313 Stability to normal and elevated temps, metals, ions N/A CID LINES NV/SA ?
Signature Name and Title Date
Sally Hayes, Agent CID LINES NV/SA July 30, 2010
EPA Form 8570-35 (8-97) EEectronic ‘é(c?f’aper versions available. Submit only Paper version. Agency Internal Use Copy

' Product is not produced using an integrated formulation system,
? NIA: Product is an EUP,
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Form Approved OMB No. 2070-0060
o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2 401 M Street, S.W.
" WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time Jor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this coltection of infarmation, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division {2137}, U.8. Environmental Protection Agency, 401 M Street, S.\W.,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX
A Date July 36, 2010 EPA Reg No.fFile Symbol 71355-1 Page 2 of §
Applicant's/Registrani's Name & Address Product
CID LINES NV/SA VIROCID
Waterpoorsiraat 2, 8200 IEPER, BELGIUM
Ingredient Alkyl* dimethylbenzyl ammonium chloride (50% Cis, 40% Ciz, 10% Cis); Didecyl dimethyl ammonium chloride; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS 830.6314 Oxidation/Reduction: chemical incompatibility See file jacket | cip LINES NV/SA
OPPTS 830,6315 Flammability See file jacket | c|p LINES NV/SA
OPPTS 830.6316 Explodability N/A CID LINES NV/SA 3
OPPTS 830.6317 Storage Stability See file jackel | gIp LINES NV/SA
OPPTS 830.6319 Miscibility See file jacket | ciD LINES NV/SA
OPPTS 830,6320 Corrosion Characteristics Seefile jacket { CID LINES NV/SA
OPPTS 830.6321 Dielectric Breakdown Voltage N/A CID LINES NV/SA N
JPPTS 830.7000 pH See file jackel | cip LINES NV/SA
OPPTS §30.7100 Viscosity Seefile jackel § ¢ip LINES NV/SA
OPPTS 830.7200 Melting Point/Melting Range N/A CID LINES NV/SA °
OPPTS 830.7220 Boiling PointBoiling Range N/A CID LINES NV/SA ?
OPPTS 830.7300 Density / Relative Density / Bulk Density See file jacket | cip LINES Nv/SA
Signature Name and Title Date
g E ‘! .. Sally Hayes, Agent CID LINES NV/SA July 30, 2010
EPA Form 8570-35 @IB?) E\ealronic and Paper versions available. Submit only Paper version, Agency Internat Use Copy

* nyA: Product does not inctude ingredients that are potentially exptogive.
“ NfA: Product is not for use infonfaround electrical equipment.
 N/A; Product is an EUP.
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Form Approved OMS No. 2070-0060
s UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(S 401 M Street, S.W.
e WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and speciat review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Bivision {2137), U.S. Environmantal Protection Agency, 401 M Street, SW,,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX
] H_Date July 30, 2010 EPA Reg Ne./File Symbol 71355-1 Page 3of 8
pplicant’s{Registrant’s Name & Address Product
CID LINES NV/SA VIROCID
Waterpoorstraat 2, 8900 IEPER, BELGIUM
Ingredient Alkyl* dimethylbenzy! ammonium chloride (50% C1s, 40% Ci2, 10% Cig); Didecyl dimethyl ammonium chlonde; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
o
OPPTS 830.7370 Dissociation Constant nfa
[
QOPPTS 830.7520 Pariicle Size, Fiber Strength, Diameter Distribution | r/a
[
OPPTS 830.7550 Particle Coefficient (n-Oct/H20) shake flask r/a
5]
OPPTS 830,7560 Particle Ceefficient (n-OctH20) generator coiumn | n/a
i3
OPPTS 830.7570 Particle Coefficient (n-Qct/H20) estimation by liguid n/a
[=]
OPPTS 830.7540 Water Solubility: column elution/shake flask method nfa
[
QOPPTS 830.7860 Water Solubility: generator column method nfa
=
IPPTS 830.7950 Vapor Pressure n/a
OPPTS 870.1100 Acute Oral Toxicity 45061801 CID LINES NV/SA
OPPTS 870.1200 Acute Dermal Toxicity See file jacket | CID LINES NV/SA
QOPPTS 870.1300 Acute Inhalation Toxicity Seefile jackel | CIT LINES NV/SA
OPPTS 870.2400 Acute Eve Irritation Seefile jackel | CID LINES NV/SA
OPPTS 870.2500 Acute Dermal Irritation See file jacket | CID LINES NV/SA
OPPTS 870.2600 Skin Sensitization 44431802 CID LINES NV/SA
Signature Name and Title Date
Sally Haves, Agent CID LINES NV/SA July 30, 2010
EPA Form 8570-35 {9-87) Efecironic and Paper versions avaitable. Submit only Paper version. Agency Internat Use Copy

® N/A: Product is an EUP from registered active source.

90



Form Approved OMB No. 2070-0060
;’2”“- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘xw} 401 M Street, S.W.
o WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of informafion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW.,
Washington, DC 20460. Do not send the form to this address.
DATA MATRIX
Date  July 30, 2610 EPA Reg No./File Symbol 71355-1 Page 4 of 8
Applicant's/Registrant’s Name & Address Product
TID LINES NVISA VIROCID
Yaterpoorsiraat 2, 8200 IEPER, BELGIUM
Ingredient Alkyl* dimethylbenzyl ammonium chioride (50% Cia, 40% Cyz, 10% Cis}; Didecyl dimethyf ammonium chioride; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
. European Suspension Test — Staphylococcus
Guideline 91-2 aureus (ATCC 6538) 44481801 CID LINES NVISA
e European Suspension Test ~ Sfrepfococcus
Guideling 91-2 faocium (DVG 8582) 44481801 CID LINES NV/SA
o } European Suspension Test — Pseudomonas
Guideline 91-2 aeruginosa (ATCC 15442) 44481801 CiD LINES NV/SA
- ) European Suspension Test — Profeus mirabilis
Guideline 91-2 (ATCC 14153) 44481801 CID LINES NV/SA
- } European Suspension Test — Escherichifa coli
Guidefine 91-2 (ATCC 10536} 44481801 CID LINES NVISA
_ B European Suspension Test ~ Mycobacterium
Guideline 91-2 smegmatis {CNCM 7326) 44481801 CID LINES NV/SA
------ ey _ European Suspension Test — Saccharomyces
suideling 91-2 cerevisias (ATCC 9763) 44481801 CID LINES NV/SA
i } European Suspension Test — Candlida albicans
Guideline 81-2 (ATCC 10231) 44481801 CID LINES NV/SA
I Virucidal Effectiveness Test — Infectious Bursa!
Guideline 91-2 Disease Virus {SPAFAS Strain 2512) 44869901 CID LINES NV/SA
o } AOAC Use Dilution Test — Sfaphyfococcus atireus
Guideling 91-2 (ATCC 6538) 44900201 CID LINES NV/SA
- AQAC Lise Dilution Test - Salmonefla
Guideline 91-2 choleraesuis (ATCC 10708) 44900201 CID LINES NV/SA
Signature Name and Title Date
A‘a«_\ Sally Hayes, Agent CID LINES NV/SA July 30, 2010
e

EPA Form 8570-35 (9-87) 8lectronic and Paper versions available. Submit only Paper version. Agency Internat Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activilies and 0.25 hours per response
for reregisiralion and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any olher aspect of
this collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W.,
Washington, DC 20460. Do not send the form to this address.

F~

DATA MATRIX
Date July 30, 2010 EPA Reg No./File Symbal 71355-1 PageS5of 8
Applicant's/Registrant’s Name & Address Product
“ID LINES NVISA VIRCCID
Yaterpoorstraat 2, 8900 IEPER, BELGIUM
Ingredient Alkyl* dimethylbenzy! ammonium chloride {50% Ci4, 40% Ciz, 10% Cre); Didecyl dimethyl ammanium chloride; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
- AQAC Use Dilution Test — Pseudomonas
Guideline 91-2 aeruginosa (ATGC 15442) 44900201 CID LINES NV/SA
- AQAC Fungicidal Effectiveness Test—
Guideline 91-2 Trichaphyton mentagrophytes (ATCC 9533) 44900202 CID LINES NV/SA
. AQAGC Use Dilution Test — Sfaphylococcus aureus
Guideline 91-2 (ATCC 6538) 45770001 CID LINES NV/SA
- AOQOAC Lise Dilution Test — Salmonelia
Guideline 91-2 cholerassuis (ATCC 10708) 45770001 CID LINES NV/SA
- AOQAC Use Dilution Test — Pseudomonas
Guideline 91-2 aeruginosa (ATCC 15442) 45770001 CID LINES NV/SA
- Virucidal Effectiveness Test — Porcine circovirus
Guideling 91-2 type 1l (PCV, PT-3 cell) 45919001 CID LINES NV/SA
g AOAC Use Dilution Test — Bordetella avitm
suideling 91-2 (ATCC 35086) 46049901 CID LINES NVISA
I ) AQAC Use Dilution Test — Campylobacier fejuni
Guideline 91-2 (ATCC 33560) 46049901 CID LINES NV/ISA
- 3 AQAC Use Dilution Test — Corynebacienum
Guideline 91-2 pseudotuberculosis {ATCC 19410) 46049901 CID LINES NVISA
I AQAC Use Dilution Test — Haemophilis
Guideling 91-2 paragallinarum (ATCC 29975) 46049901 CID LINES NVISA
- AOQAC Use Dilution Test — Klebsielfa pnetmoniae
Guideline 91-2 (ATCC 13883) 46049901 CID LINES NVISA
Signature Name and Title Date
Sally Hayes, Agent CID LINES NV/SA July 30, 2010

EPA Form 8570-35 (8-97) Electronid’and Paper versions available. Submil only Paper version,

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sireet, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collestion of information is estimated to average 0.25 hows per response for registration activifies and 0.25 hours per response
for reregistration and special seview activities, including time for reading the instructions and completing the necessary forms. Send commaents regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.8. Environmental Protection Agency, 401 M Street, W,
Washington, DC 20460. Do not send the form to this address.

EPA Form 8570-35 (9-97) Biectroni

DATA MATRIX
Date July 30, 2010 EPA Reg No.fFile Symbol 71355-1 fPageGof8
A oplicant’ s/Registrant's Name & Address Product
D LINES NV/SA VIROCID
Waterpoorstraat 2, 8900 [EPER, BELGIUM
ingrediant Alky™ dimethylbenzyl ammonium chloride {(50% Cas, 40% Cig, 10% Cis); Didecy! dimethyl ammonium chlonde; Glutaraldehyde
Guidekine Reference Number Guideline Study Name MRID Number | Submitter Status Note
- AQAC Use Dildtion Test — [ ;jsferia
Guideling 91-2 monocyfogenes (ATCC 19115) 46049901 CID LINES NV/SA
- AOAGC Use Dilution Test - Mycoplasma
Guideline 91-2 galisepficum (ATCC 19610} 46049901 CID LINES NV/SA
N AQAC Use Dilution Test ~ Mycoplasma synoviae
Guideline 91-2 (ATCC 25204) 46049901 CID LINES NV/SA
- AOAC Use Dilution Test — Orinthobacterium
Guideline 91-2 rhinofracheate (ATCC 51463) 46049901 CID LINES NV/SA
o AOAC Use Dilution Test - Pasturelfa muflocida
Guideline 91-2 (ATCC 6529) 46049901 CID LINES NV/SA
- AQAC Use Dilution Test — Saimonella enterfildis
wGundellne 91-2 (ATCC 13076) 46049901 CID LINES NV/SA
- AQAC Use Dilution Test — Safmonella pullorum
Suideline 91-2 (ATCC 9120} 46049901 CID LINES NV/SA
. AQAC Use Dilution Test — Aspergifius fumigaltes
Guideline 91 (ATCC 10894) 46049902 CID LINES NV/SA
I AQAC Use Dilution Test — Fusarium dimerum
Guideline 91 (ATCC 16553) 46049902 CID LINES NV/SA
B AOAC Use Dilution Test - Penicillium expansum
Guideline 91 (ATCC 7861) 48049202 CID LINES NV/SA
N Virucidal Effectiveness Test — Porcine circovirus
Guideline 91-2 type I (PT-1 cell) 46341401 CiD LINES NV/ISA
Signature Name and Title Date
Sally Hayes, Agent CID LINES NV/SA July 30, 2010

fid Paper versions available. Submit only Paper version,

Agency tnternal Use Copy
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Form Approved OMB No. 2070-0060
oy UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
im( 401 M Street, S.W.
oot WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency, 401 M Street, S.W.,
Washington, DC 20460. Do not send the form fo this address.
DATA MATRIX
Date Juy 30, 2010 EPA Reg No./File Symbol 71355-1 Page 7 of 8
Applicant's/Regisirant's Name & Address Product
1D LINES NVISA VIROQCID
Waterpoorstraat 2, 8900 IEPER, BELGIUM
Ingredient Alkyl* dimethylbenzyl ammonium chloride {50% Ci4, 40% C2, 10% Cis); Didecyt dimethyl ammonium chloride; Glutaratdehyde
Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Note
- Virucidal Effectiveness Test — Newcaslie disease
Guideline 91-2 virus (SPAFAS) 46410601 CID LINES NV/SA
- Vhucidal Effectiveness Test — Marek’s disease
Guideline 91-2 virus (SPAFAS) 46440602 CID LINES NVISA
- AQAC Use Dilution Test - Mycoplasma
Guideline 91-2 hyopneumoniae (ATCC 25934) 46410603 CID LINES NV/SA
- Virucidal Effectiveness Test — Avian infectious
Guideline 91-2 laryngolracheitis virus (Charles River Laboratories) 46410604 CiD LINES NV/SA
- Vinycidal Effectiveness Test - Porcine respiratory
Guideline 91-2 and reproduclive syndrome virus {Arke Laboralories) 46410605 CID LINES NVISA
- Virucidaj Effectiveness Test — Avian reovirus
“Gurdelme 91-2 (SPAFAS) 46410607 CID LINES NV/SA
ey . AQAC Use Dilution Test Supplemental Data —
suideline 91-2 Streptococcus sufs (ATCC 43765) 46410608 CID LINES NV/SA
o ) AQAC Use Dilution Test Supplemental Data —
Guideline 91-2 Salmonefia typhisuis (ATCC 8321) 46410608 CID UNES NV/ISA
- ; AQAC Use Dilution Test Supplemental Data —
Guideline 91-2 Escherichia coif (ATGC 11229) 46410608 CID LINES NV/SA
N Virucidal Effectiveness Test — Pseudorabies virus
Guideling 91-2 (American BioResearch Laboratories) 46410609 CID LINES NV/SA
- Virucidal Effectiveness Test — Avian Influenza
Guideline 91-2 virus {TurkeyWis/66 strain (HON2)) 46442601 CID LINES NVISA
Signature Name and Title Date
J(\’b\ Sally Hayes, Agent CID LINES NV/SA July 30, 2010
E&D 2 oD

EPA Form 8570-35 {9-87) E!e‘plronic and Paper versions available, Submit only Paper version.

Agency Internat Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 howrs per response for registration activities and 0.25 hours per response
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, SW,,
Washington, DC 20480. Do not send the form 1o this address.

3.

DATA MATRIX

Date  July 30, 2010 EPA Reg No./fFile Symbol 71355-1 Page 8of 8
Applicant's/Registrant’s Name & Address Product
CID LINES NVISA VIROCID

aterpoorstraat 2. 8900 IEPER. BELGIUM
Ingredient Alkyl* dimethylbenzyl ammonium chloride {50% C1a, 40% G4z, 10% C1s); Didecyl dimethyl ammonium chloride; Glutaraldehyde
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

. Virucidal Effectiveness Test —~ Human Influenza A ]
Guideline 91-2 virus (HIN1YATCC VR-1469) Tobeassigned | CID LINES NV/SA

I Virucidal Effectiveness Test — Swine Influenza A .
Guideline 91-2 virus (H1N1)(ATCC VR-333) To be assigned | CID LINES NW/SA
Signature Name and Title Date

Sally Hayes, Agent CID LINES NV/SA July 30, 2010

EPA Form 8570-35 (8-97) $Iectr0nic @nhd Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Certification with Respect to Label Integrity

version: 9/11/02

I certify that the information (including, but not limited to, text, tables, and graphics)
contained in the electronic file identified below by file name and submitted with this
certification is the same information as that on the paper copies of these documents
included with this submission.

PROPQOSED LABEL

Date Submitted to
EPA Registration # EPA Electronic file name

713551 07/30/10 071355-00001.2010730.Amend.pdf

| certify that the statements that | have made on this form are true, accurate, and
complete. | acknowledge that any knowingly false or misleading statements may be
punishable by fine or imprisonment or both under applicable law.

%4;\_‘-\0 07/30/10

Signature Date

Sally Hayes

Name (typed)

Agent

Title
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There is an ELECTRONIC LABEL for this action

You can use Acrobat to compare the e-label to the previous version (and find the
changes). You can also use Acrobat to mark-up the e-label with your comments.

If e-label was submitted via or If e-label was submitted via ‘

CD-ROM with paper application XML E-Submission (no paper)

then you will find e-fabel in then you will find e-label in

Electronic Label Library Documentum

if the e-fabetis not found in the ELL then it was probably not named
correctly and could not he enered info fhe ELL. However, ine file
can be retdeved from the CD wich fs relained by ite Front End.

See overview of processing e-labels on other side of this sheet.
If you have any questions on e-labels, please contact one of your division e-label experts:

AD Willie Abney 308-1689
Renae Whitaker 308-7003
Tracy Lantz 308-6415

BPPD

RD Tom Harris 308-9423

A i&w%%ﬁmw%%mm@yﬁﬁ&%%}&%g%&&’&{{{{\W& S S B R S TR e M L T R R R . e,
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PROCESSING ELECTRONIC LABELS

{rev, 17509, tch)

If e-label submitted via XML e-submission (not on CD-ROM), you may wish to find e-label in
Documentum, save e-label to "My Documents”, add e-label to ELL, start below at step 5.

initial E-Label per application (on CD-ROM with paper via ITRMD)

® Save copy of e-
label from ELL to
My Documents

Y ITRMD recelves “ Tracking  I[TRMD adds *ITRMD sends * Connect ELL

paper submission record added to e-labelto ELL paper submission record with

w/ e-Jabel on CD CPPIN to AD/BPPD/RD QPPIN Si#
in-process

" Review labe)

{if arceptablo, skip Lo slap 204

¥ Add comments

to e-label
{save; odd “wilh
comnants” to Manama

label

¥ Print annolated e-

fusa “Print with Filenama"}

{nlsa awnd Mow Ta Pint'

review
Y Send annotated " Flle print of * Add annotated e- ¥ Close
e-label to registrant annclated e-label label to ELL submisslon in
via emall and email in jacket QPPRIN

out-process

Resubmission (via email to staffer or PM)

* Receive email * Add tracking ™ Add e-label Y Connect ELL

submisslon w/ e- record to to ELL record with

labkel altached OPPIN OPPIN S#
-process

' Save copy of e-

" Compare old and

labels {old & new) from
ELL to My Documents

new labels with
Acrobat

review

(if revisions needed repeat steps §-19)

0 Print e-label,
starmp, write cover
letter

{use "Priat wills Flarsime'}

' Mail stamped
label & cover
letter to reglstrant

# File stamped
label & cover letter
in jacket

® Add cover
letter to ELL

{mandatary if accaplod
with cemnpals}

*% Close
submission in
QPPIN

cut-process

process

- big picture

1- create OPPIN tracking

2- put label in ELL; link to S#

3- save ELL label to MyDocuments
4- compare / comment

5- putprocess

techniques to know
- filename for e-labels
- "print with filename"
- compare / comment
- printing with commenls
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Memorandum

Date: 08 / 05 / O

To: PM 3 , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submaission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This 1s a: vBé,llly accepted submission
7 partially accepted submission
I rejected submission
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481742.00

Scientific & Regulatory

Consuitants, Inc.

iuly 30, 2010

Velma Noble, PM 31

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504P)
U.5. Environmental Protection Agency
One Potomac Yard

2777 5. Crystal Drive

Arlington, VA 22202

SUBJECT: VIROCID
EPA Reg. No. 71355-1

Dear Velma,

On behalf of CID LINES NV/SA is an amendment with data for Virecid. This amendment is a PRIA action code AS70
which is assigned a PRIA fee of $2308 and a 4 month review time. A copy of the confirmation of payment via

www.pay.goy is attached.

The purpose of the submission Is to:

¢ Add new claims for Human Influenza A virus {H1N1) and Swine Influenza A virus (H1N1). (See Volumes 3 —4.)
»  Add data previously rejected’ to suppornt

Mycaplasma gallisepticum?’,

Mycoplosma synoviae,

Bordetella avium,

Klebsiello pneumoniae,

Ornithobocterium rhinctracheale,

Soimonella enterica (formerly 5. enteritidis),

Salmonella enterica (formerly S. cholerasuis, serotype typhisuis)
Salmonella enterica [formerly 5. pujlorumj,

Caompylobacter jefuni,

Corynebacterium pseudotuberculosis,

Avibacterium paragelfinarum (foermerly H. paragaliinarum),
Listeria monocytogenes,

Fusarium dimerum, and

Pencillium expansum

00 000000000000

! The studies for these organisms were assigned MRID 46049901 and 460499D2. Rationale for accepting this data
was provided to Tajah Black prior te filing this submission. Volume 2 of this submission provides justification for

accepting this data.
* Strain designates {e.g. ATCC) are provided on enclosed data matrix,

PO. an_ 101_4 L Phone: 260-244-6270
Columbia City, IN 46725 WwWw.sreconsuitanis.com Fax: 260«21,%73



*Inert ingredient information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*

s Upgraded the
o first aid statements, to comply with PR Notice 2001-1,
o precautionary statements to comply with the Labeling Review Manual Chapter 8, and
o storage and disposal language to reflect the Container and Containment Review per PR Notice 2007-4.

Enclosed are S copies of labeling with the changes and deletions reflected. An electronic label named “071355-
00001.2010728.Amend.pdf” is attached which incorporates all changes in proper electronic label format.

The CSF has been updated to reflect a change in ownership of the registered active ingredient, glutaraldehyde.
B s o under the ownership o requiring a change in the EPA registered
active number from [ N - n 2cdition, the i isted in Column 13 was corrected to reflect the
total product weight as 200% by weight. This replaces the CSF dated 06/10/98.

Please contact me at (260) 244-6270 or shayes@srcconsultants.com if you have any questions regarding this
submission.

Sincerely,

Sally Hayes
Agent, CID LINES NV/SA

cc: A, Francois, CID LINES
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1.

5.
48174201

6.
48174202

7.

VIRGCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
Name and address of submitter:
Scientific & Regulatory Consultants, inc.
PO Box 1014
Columbia City, IN 46725

AGENT FOR:

C1B LINES NV/SA
Waterpocrtstraat 2

B 8200 IEPER BELGIUM

Regulatory action m support of which this package is submitted:
AMENDMENT: PRIA Code A570, PRIA fee 53308

Transmittal date:
July 30, 2010

Vol, 1 Administrative materials:

A} Cover letter

B} Copy of Agent Authorization

C) Copy of PRIA [t payment ($3308 for A570 Initial Registration)
D} Application

E) Certification with Respect to Citation of Data

F} Data Matrix

G} Formulator’s Exemption Statement

H) CSF dated 06/10/98

1) 2 copies of revised CSF dated 07/28/10

J) 1 copy of label with changes highlighted and deleticns shown
K} 5 copies of label without highlighting or deletions

L) Electronic label 071355-00001.20100728 Amend.pdf

Vol. 2 Efficacy

A) Efficacy Discussion

Vol. 3 Efficacy

A) Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces ~ Human

Influenza A (H1N1) (AD7937)

Vol. 4 Efficacy

NEUS _2 Viruci . . . 5 eun
48174203 A) Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces — Swine

influenza A (H1IN1) (AD7938)

Company Cfficial; Sally Hayes
Company Name: Agent for CID LINES NV/SA
Sally Hayes

Company Contact;

Phone: 260-244-6270
E-mail: shayes@srcconsultants.com

Page 1l of 1
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‘\,e\“"“ s""?‘qs\ UNi ¢ ED STATES ENVIRONMENTAL PROTEG , (ON AGENCY

FN o WY WASHINGTON, D.C. 20460
N3
> <
%"”*c pamﬁc’&f
August 4, 2010
QFFICE OF
PREVENTION, PESTICIDES AND
TONIC SUBSTANCES

SCIENTIFIC & REGULATORY CONSULTANT'S INC.

CID LINES N.V.
102 1/2 S. CHAUNCEY ST., PO Box 1014
COLUMBIA CITY, IN 46725-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 02-AUG-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with

Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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Print Letter

Enter More Information

Tracking

w2010 ﬁZ-Aug-zm 0

&-Aug;ii};lb ' ' % E

eceipt Description; i T L
end labe! Isnguege to add organisms; update first aid,
recautiohary statements, and storage & disposal revise CSF

View/Edit

104



Company Contact:

VIRGCID
EPA Registration No: 71355-1

TRANSMITTAL DOCUMENT
Name and address of submitter:
Scientific & Regulatery Consultants, Inc,
PO Box 1614
Calumbia City, IN 46725

AGENT FOR:

CID LINES NV/SA
Waterpoortstraat 2

B 8900 {EPER BELGIUM

Regulatory action in support of which this package is submitied:
AMENDMENT: PRIA Code AS70, PRIA fee $3308

Transmittal date:
July 30, 2010

Vol 1 Administrative materials:

A) Cover letter

B) Copy of Agent Authorization

C) Copy of PRIA Il payment {$3308 for AS70 Initial Registration)
D) Application

E) Certification with Respect to Citation of Data

F) Data Matrix

G) rormulator’s Exemption Statement

H) CSF dated 06/10/98

I} 2 copies of revised CSF dated 07/28/10

1) 1 copy of label with changes hightighted and deletions shown
K} S copies of label without highlighting or deletions

L) Electronic label 071355-08001,20100728. Amend.pdf

Vel. 2 Efficacy
A) Efficacy Discussion

Vol. 3 Efficacy

A) Guideline 91-2 virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces — Human

Influenza A (H1N1) {AQ7937)

Vol. 4 Efficacy

A) Guideline 91-2 Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces — Swine

Influenza A (H1N1) {A07938)

Company Official: Sally Hayes
Company Name: Agent for CID LINES NV/3A
Sally Hayes

Phone: 260-244-6270
E-mail: shayes@srcconsultants.com

Pagelofl
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FPlease read fnstrucifons on reverse before cumpleting form. Form Approved, OMB No. 2078-0080, Approval expires 5-31-98

< . OPP Identifi
~ United States Registration dentifier Number
vEm Environmental Protection Agency v | Amendment
Washington, DC 20460
g Other
Application for Pesticide - Section |
1. CompanyfProduct Number 2. EPA Preduct Manager 3. Proposed Classification
71355-1 V., Noble
None Restiicted

4, CompanyiProduct (Name) PM # |:I estie
VIROCID 31

5. Name and Address of Applicant {Include 21P Coda) 8. Expedited Review. Inaccordance with FIFRA Section 3(c)(3)
Cid Lines nv/sa, g)(u). my product is similar or identical in composttion and labeling
Waterpoortsiraaat 2 :

B 8900 Ieper, Belgium EPA Reg. No.

D Check if this is a new address Product Name
Section - il
Amendment - Explain below. D Final printed tabels in response 1o
Agency letter dated
D Resubmission in response to Agency letlter dated "Me Too" Application.
D Notification - Explain below. D Other - Explain below.

Explanation: Use additiona! page(s) if necessary. {(For Section | and Section 1.}

PRIA action EPA No. A570, Amendmenl, non-fasl track, PRIA fee $3,308, review time 4 monlhs.
Amend label langnage to add organisms; npdale first aid, precantionary statements, and slorage & disposal; revise CSF.

Section ~ I}
1. Matertal This Product Will Be Packaged In:
Child-Resistant Packaging | tinit Packaging Water Soluble Packaging 2. Type ot Container
Yes Yes Yes Metal
Plastic
No No No Glass
* Certification must | ff"Yes' No. per U*Yes” No. per Paper y
be submitted Unit Packaging wgt. | container Package wat container Other (Specify)
3. Lecation of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Directions
D 1 . | On Label
Labe [] container i _On Label accompanying product
8. Manner in Which Labe! is Affixed to Product Lithograph ] other
Paper glued
Stenciled
Section - IV
1. Contact Person {Complete tems directly balow for Kentification of indisidual to be contacted, if necessary, to process fiis appkcatibn.) |
Name Title Telephone No. (Indéfe Area Code)
Sally Hayes Agent, CID LINES NV/SA ,260-244-6270 Pt
Certification ;' 1| 6.Date Application

! certify thal the statements | have made on this form and all attachments theretc are true, accurate and coma‘ste, | | Received

t acknowledge that any knowingly false or misteading statement may be punishable by fine orimprisonment or? :

bath under applicable law. ., {S'gamped)
13 3 -

2. Signature 3. Title . " A
i";‘o&ﬂ !! Agenl, CID LINES NV/SA B .
o %‘ ; 233

-
5. Typed Name A 5. Date o

Sally Hayes July 30, 2010

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsalete. White - EPA File Copy (original}  Yetlow- ApplicgrtOS






